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Part  125 — Advances 


unsecured  advances  for  not  more  than 
thirty  days  or  for  not  more  than  six 

MONTHS 

August  15, 1958. 


Resolved  that,  pursuant  to  Part  108  of 
the  General  Regulations  of  the  Federal 
Home  Loan  Bank  Board  (24  CFR  Part 
108) ,  the  Federal  Home  Loan  Bank 
Board,  on  the  basis  of  consideration  by 
it  of  the  feasibility  of  increase  in  the 
maximum  term  of  advances  under 
§  125.32  of  the  Regulations  for  the  Fed¬ 
eral  Home  Loan  Bank  System  (24  CFR 
125.32)  and  for  the  purpose  of  liberal¬ 
izing  such  maximum  term,  hereby 
amends  said  §  125.32  as  follows,  effective 
immediately: 

Section  125.32  of  the  Regulations  for 
the  Federal  Home  Loan  Bank  System 
is  hereby  amended  by  amending  the 
headnote  of  said  section  to  read  “Ad¬ 
vances  for  not  more  than  thirty  days  or 
for  not  more  than  six  months ”  and  by 
adding  to  said  section,  at  the  end  there¬ 
of,  the  following  two  new  sentences: 
“Advances  under  the  foregoing  provi¬ 
sions  of  this  section  may  also  be  made 
with  maturity  of  more  than  thirty  days 
but  not  more  than  six  months,  provided 
the  resulting  aggregate  of  advances  made 
under  this  sentence,  together  with  the 
unpaid  principal  of  any  other  advances 
having  an  unexpired  maturity  of  more 
than  thirty  days,  except  advances  made 
in  accordance  with  or  secured  as  pro¬ 
vided  in  §  125.10,  §  125.25,  or  §  125.26, 
does  not  exceed  5  per  centum  of  the  mem¬ 
ber’s  withdrawable  accounts.  The  pro¬ 
visions  of  the  second  sentence  of  this 
section  shall  also  apply  to  advances  so 
made.” 

Resolved  further  that,  as  this  amend¬ 
ment  only  relieves  restriction,  the  Board 
hereby  finds  that  notice  and  public  pro¬ 
cedure  thereon  are  unnecessary  under  the 
Provisions  of  §  108.12  of  the  General 


This  issue  includes  two  "parts 
1 bound  together.  Part  II  contains 
the  recommended  decision  relating 
to  handling  of  milk  in  the  South¬ 
eastern  New  England  Marketing 
Area,  7  CFR  Part  990,  issued  by 
Agricultural  Marketing  Service, 
Department  of  Agriculture. 


Regulations  of  the  Federal  Home  Loan 
Bank  Board  (24  CFR  108.12)  or  section 
4  (a)  of  the  Administrative  Procedure 
Act  and,  as  such  amendment  relieves 
restriction,  deferment  of  the  effective 
date  thereof  is  not  required  under  section 
4  (c)  of  said  act. 

(S2cs.  11,  17,  47  Stat.  733,  736,  as  amended; 
12  U.  S.  C.  1431, 1437) 

By  the  Federal  Home  Loan  Bank  Board. 

[seal]  Grenville  L.  Millard,  Jr., 
Assistant  Secretary. 

[P.  R.  Doc.  58-6740;  Filed,  Aug.  20,  1958; 
8:53  a.  m.] 


Subchapter  C — Federal  Savings  and  Loan  System 

[No.  11848] 

Part  145 — Operations 

LOANS  ON  PROPERTY  FOR  MORE  THAN 
TWELVE  FAMILIES 

August  15,  1958. 

Resolved  that,  pursuant  to  Part  108  of 
the  General  Regulations  of  the  Federal 
Home  Loan  Bank  Board  (24  CFR  Part 
108)  and  §  142.1  of  the  Rules  and  Regu¬ 
lations  for  the  Federal  Savings  and  Loan 
System  (24  CFR  142.1),  the  Federal 
Home  Loan  Bank  Board,  on  the  basis  of 
consideration  by  it  of  the  feasibility  of 
increase  in  the  maximum  percentage  of 
value  and  in  the  maximum  term  of  loans 
by  Federal  savings  and  loan  associations 
on  the  security  of  property  designed  or 
used  primarily  for  residential  purposes 
for  more  than  twelve  families,  and  for 
the  purpose  of  liberalizing  such  maxi¬ 
mum  percentage  and  maximum  term, 
hereby  amends  §  145.6-1  of  the  Rules  and 
Regulations  for  the  Federal  Savings  and 
(Continued  on  next  page) 
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SEMIANNUAL 
CFR  SUPPLEMENT 

(As  of  July  lr  1958) 


Loan  System  (24  CFR  145.6-1)  as  fol¬ 
lows,  effective  August  21,  1958: 

Section  145.6-1  of  the  Rules  and  Reg- 

6464  ulations  for  the  Federal  Savings  and 
Loan  System  is  hereby  amended  by  in¬ 
serting  in  said  section,  immediately 
after  the  semicolon  following  the  first 
proviso  of  subdivision  (iv)  of  subpara¬ 
graph  (1)  of  paragraph  (b)  of  said  sec- 

6455  tion,  the  following  language:  “Provided 
further.  That  the  foregoing  limitations 

6456  of  66%  percent  and  15  years  in  this  sub¬ 
division  shall  be  70  percent  and  20 
years  in  the  case  of  such  a  loan  on  prop- 

6456  erty  designed  or  used  primarily  for  resi¬ 
dential  purposes  for  more  than  twelve 
families;”. 

6451  Resolved  further  that,  as  this  amend- 

6453  ment  only  relieves  restriction,  the  Board 

6452  hereby  finds  that  notice  and  public  pro- 

6452  cedure  thereon  are  unnecessary  under 

the  provisions  of  §  108.12  of  the  General 
Regulations  of  the  Federal  Home  Loan 

6464  Bank  Board  (24  CFR  108.12)  or  section 
4  (a)  of  the  Administrative  Procedure 
Act  and,  as  such  amendment  relieves  re¬ 
striction,  deferment  of  the  effective  date 
thereof  is  not  required  under  section 
4  (c)  of  said  act. 

(Sec.  5,  48  Stat.  132,  as  amended;  12  U.  S.  C. 
1464) 

Pag®  By  the  Federal  Home  Loan  Bank 
Board. 

6455  [seal!  Grenville  L.  Millard,  Jr., 

g444  Assistant  Secretary. 

[F.  R.  Doc.  58-6741;  Filed.  Aug.  20,  1958; 

8:53  a.  m.J 
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HUE  21 — FOOD  AND  DRUGS 

Chapter  I — Food  and  Drug  Adminis¬ 
tration,  Department  6f  Health,  Edu¬ 
cation,  and  Welfare 

jfcptfBLICATION  OF  CERTAIN  REGULATIONS 

Because  of  numerous  amendments  cer¬ 
tain  regulations  of  Title  21,  Chapter  I, 
are  republished  for  convenient  reference 
as  set  forth  below.  This  republication  is 
made  solely  for  editorial  and  codification 
purposes,  and  no  change  is  made  in  the 
text  of  the  regulations.  This  republica¬ 
tion  includes  amendments  and  additions 
to  and  including  August  8,  1958. 

Part  120 — Tolerances  and  Exemptions 
Prom  Tolerances  for  Pesticide  Chem¬ 
icals  in  or  on  Raw  Agricultural 
Commodities 

definitions,  interpretations,  and 
EXEMPTIONS 

Sec. 

120.1  Definitions  and  interpretations. 

120.2  Pesticide  chemicals  considered  safe. 

120.3  Tolerances  for  related  pesticide 

chemicals. 

120.4  Certification  of  usefulness  and  resi¬ 

due  estimate. 

120.5  Zero  tolerances. 

120.6  Exemptions  from  the  requirement  of 

,  a  tolerance. 

PROCEDURE  FOR  FILING  PETITIONS 

120.7  Petitions  proposing  tolerances  or  ex¬ 

emptions  for  pesticide  residues  in 
or  on  raw  agricultural  commodi¬ 
ties. 

120.8  Withdrawal  of  petitions  without 

prejudice. 

120.9  Substantive  amendments  to  peti¬ 

tions. 

ADVISORY  COMMITTEES 

120.10  Referral  of  petition  to  advisory 

committee. 

120.11  Appointment  of  advisory  committee. 

120.12  Procedure  for  advisory  committee. 

.  Procedure  for  filing  objections  and 

HOLDING  A  PUBLIC  HEARING 

120.13  Objections  to  regulation*  and  re¬ 

quests  for  hearings. 

120.14  Public  hearing;  notice. 

120.15  Presiding  officer. 

120.16  Parties;  burden  of  proof;  appear¬ 

ances. 

120.17  Prehearing  and  other  conferences. 

120.18  Submission  of  documentary  evi¬ 

dence  in  advance. 

120.19  Excerpts  from  documentary  evi¬ 

dence. 

120.20  Submission  and  receipt  of  evidence. 

120.21  Transcript  of  the  testimony. 

120.22  Oral  and  written  arguments. 

120.23  Indexing  of  record. 

120.24  Certification  of  record. 

120.25  Piling  the  record  of  the  hearing. 

120.26  Copies  of  the  record  of  the  hearing. 

120.27  Proposed  order. 

120.28  Pinal  order. 

ADOPTION  OF  TOLERANCE  ON  INITIATIVE  OF  SEC¬ 
RETARY  OR  ON  REQUEST  OF  INTERESTED 

persons;  judicial  review;  temporary  tol¬ 
erances;  AMENDMENT  AND  REPEAL  OF  TOLER¬ 
ANCES;  FEES 

120.29  Adoption  of  tolerance  on  initiative  of 

the  Secretary  or  on  request  of  an 
interested  person. 

120.30  Judicial  review. 

120.31  Temporary  tolerances. 

120.32  Procedure  for  amending  and  repeal¬ 

ing  tolerances  or  exemptions  from 
tolerances. 

120.33  Pees. 

120.34  Tests  on  the  amount  of  residue  re¬ 

maining. 


TOLERANCES  FOR  RESIDUES 

Sec. 

120.101  Specific  tolerances  for  pesticide 

residues  in  or  on  fresh  fruits  and 
vegetables. 

120.102  Tolerances  for  residues  of  sesone. 

120.103  Tolerances  for  residues  of  captan. 

120.104  Tolerances  for  residues  of  hepta- 

chlor. 

120.105  Tolerances  for ,  residues  of  Systox 

(0,0-diethyl  (2-ethylmercapto- 
ethyl)  thiophosphate,  a  mixture 
of  thiono  and  thiol  isomers) . 

120.106  Tolerances  for  residues  of  diuron. 

120.107  Tolerances  for  residues  of  Aramlte. 

120.108  Tolerances  for  residues  of  monuron 

(3-(p-chlorophenyl)  -1,1-dlmeth- 
ylurea). 

120.109  Tolerances  for  residues  of  Chloro- 

benzilate  (ethyl  4,4'-dlchloroben- 
zilate. 

- 120.110  Tolerances  for  residues  of  maneb. 

120.111  Tolerances  for  residues  of  mala- 

thlon. 

120.112  Tolerances  for  residues  of  Sulphe- 

none  (p-chlorophenyl  phenyl  sul- 
fone) . 

120.113  Tolerances  and  exemptions  from  the 

requirement  of  a  tolerance  for 
residues  of  allethrln  (allyl  homo¬ 
log  of  cinerin  I) . 

120.114  Tolerance  for  residues  of  ferbam. 

120.115  Tolerances  for  residues  of  zineb. 

120.116  Tolerances  for  residues  of  zlram. 

120.117  Tolerance  for  residues  of  chlor- 
'  tetracycline. 

120.118  Tolerances  for  residues  of  dichlone. 

120.119  Tolerances  for  residues  of  EPN 

(O-ethyl-O-p-nitrophenyl  ben¬ 
zene  thlophosphonate) . 

•  120.120  Tolerances  for  residues  of  methox- 
ychlor. 

120.121  Tolerances  for  residues  of  para- 

thion. 

120.122  Tolerance  for  residues  of  chlor- 

dane. 

120.123  Tolerances  for  residues  of  inor¬ 

ganic  bromides  resulting  from 
fumigation  with  methyl  bromide. 

120.124  Tolerance  for  residues  of  glyodin. 

120.125  Tolerances  for  residues  of  calcium 

cyanide. 

120.126  Tolerances  for  residues  of  inorganic 

bromides  resulting  from  soil 
treatment  with  ethylene  dibro- 
midfe. 

120.127  Tolerances  for  residues  of  piperonyl 

butoxide. 

120.128  Tolerances  for  residues  of  pyreth- 

rins. 

120.129  Tolerances  for  residues  of  sodium 

o-phenylphenate. 

120.130  Tolerances  for  residues  of  hydrogen 
N  cyanide. 

120.131  Tolerances  for  residues  of  endrin. 

120.132  Tolerances  for  residues  of  thiram. 

120.133  Tolerance  for  residues  of  lindane. 

120.134  Tolerances  for  residues  of  p-chlo¬ 

rophenyl  -  p-chlorobenzenesulfo- 
nate. 

120.135  Tolerances  for  residues  of  aldrln. 

120.136  Tolerance  for  residues,  of  basic  cop¬ 

per  carbonate. 

120.137  Tolerances  for  residues  of  dleldrln. 

120.138  Tolerances  for  residues  of  toxa- 

phene. 

120.139  Tolerances  for  residues  of  1,1- 

dichloro-2,2-bis  (p-ethylphenyl) 
ethane. 

120.140  Exemption  from  the  requirement  of 

a  tolerance  for  residues  of  am¬ 
monia. 

120.141  Tolerances  for  residues  of  diphenyl. 

120.142  Exemption  from  the  requirement  of 

a  tolerance  for  residues  of  carbon 
disulfide. 

120.143  Exemption  from  the  requirement  of 

a  tolerance  for  residues  of  carbon 
tetrachloride. 


Sec. 

120.144  Exemption  from  the  requirement  of 

a  tolerance  for  the  organic  bro¬ 
mide  residues  from  ethylene  dl- 
bromlde. 

120.145  Exemption  from  the  requirement  of 

a  tolerance  for  residues  of  ethyl¬ 
ene  dichlorlde. 

120.146  Tolerances  for  residues  of  Inorganic 

bromides  resulting  from  fumiga¬ 
tion  with  ethylene  dlbromlde. 

120.147  Tolerances  for  residues  of  DDT. 

120.148  Tolerance  for  residues  of  oxytet- 

racycline.  / 

120.149  Tolerances  for  residues  of  mineral 

oil. 

120.150  Tolerances  for  residues  of  sodium 

2,2-dichloropropionate. 

120.151  Tolerances  for  residues  of  ethylene 

oxide. 

120.152  Tolerance  for  residues  of  sodium 

dimethyldithlocarbamate. 

120.153  Tolerances  for  residues  of  O.O-di- 

ethyl  0-(2-lsopropyl-4-methyl-6- 
pyrimldinyl)  phosphorothioate. 

120.154  Tolerances  for  residues  of  0,0-dl- 

methyl  S-(4-oxo-l,2,3-benzotria- 
zlnyl-3 -methyl)  phosphorodithlo- 
ate. 

120.155  Exemption  from  the  requirement  of 

a  tolerance  for  residues  of  chloro- 
picrin. 

120.156  Tolerances  for  residues  of  S- ( p-chlo- 

rophenylthio)  methyl  0,0-dleth- 
yl  phosphorodithloate. 

120.157  Tolerances  for  residues  of  1-meth- 

oxycarbonyl  -  1  -  propen  -  2  -yl-di- 
methylphosphate  and  Its  beta 
Isomer. 

120.158  Tolerances  for  residues  of  2,4-dl- 

chloro-6-  ( o-chloroanilino )  tria- 
zine. 

120.159  Tolerance  for  residues  of  sodium 

dehydroacetate. 

120.160  Tolerance  for  residues  of  mercapto- 

benzothlazole. 

120.161  Tolerance  for  residues  of  manganous 

dimethyldithlocarbamate. 

120.162  Tolerance  for  residues  of  tetraiodo- 

ethylene. 

120.163  Tolerances  for  residues  of  1,1-bls 

(p-chlorophenyl)  -2,2,2-trichloro- 
ethanol. 

120.164  Tolerances  for  residues  of  O.O- 

diethyl  S-2-dlethylamlnoethyl 
phosphorothioate  hydrogen  oxa¬ 
late. 

120.165  Tolerance  for  residues  of  sodium 

2,4-dichlorophenoxyacetate. 

Authority:  §§  120.1  to  120.165  issued  un¬ 
der  sec.  701,  52  8 tat.  1055,  as  amended;  21 
U.  S.  C.  371.  Interpret  or  apply  sec.  408,  68 
Stat.  511;  21  U.  S.  C.  346a. 

DEFINITIONS,  interpretations,  and 
EXEMPTIONS 

1 120.1  Definitions  and  interpreta¬ 
tions.  (a)  Secretary,  without  qualifica¬ 
tion,  means  the  Secretary  of  Health, 
Education,  and  Welfare. 

(b)  Department,  without  qualifica¬ 
tion,  means  the  Department  of  Health, 
Education,  and  Welfare. 

(c)  Commissioner  means  the  Com¬ 
missioner  of  Food  and  Drugs. 

(d)  Pesticide  Branch  means  the  unit 
established  within  the  Food  and  Drug 
Administration  charged  with  adminis¬ 
tration  of  the  Pesticide  Residue  amend¬ 
ment  to  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (section  408). 

(e)  Raw  agricultural  commodities  in¬ 
clude,  among  other  things,  fresh  fruits, 
whether  or  not  they  have  been  washed 
and  colored  or  otherwise  treated  in 
their  unpeeled  natural  form;  vegetables 
in  their  raw  or  natural  state,  whether 
or  not  they  have  been  stripped  of  their 
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outer  leaves,  waxed,  prepared  into  fresh  (c)  Where  tolerances  for  inorganic  lowest  numerical  tolerance  in  that  clan 

gteen  salads,  etc.;  grains,  nuts,  eggs,  bromide  in  or  on  the  same  raw  agricul-  and  multiply  by  100  to  determine  the 

raw  milk,  meats,  and  similar  agricultural  tural  commodity  are  set  in  two  or  more  percentage  of  the  permitted  amount  of 

produce.  It  does  not  include  foods  that  sections  in  this  part,  the  over-all  quan-  residue  present. 

have  been  processed,  fabricated,  or  tity  of  inorganic  bromide  to  be  tolerated  (iv)  Add  the  percentages  so  obtain*] 

manufactured  by  cooking,  freezing,  de-  from  use  of  two  or  more  pesticide  chemi-  for  all  residues  present. 

hydrating,  or  milling.  cals  for  which  tolerances  are  established  (v)  The  sum  of  the  percentages  Shail 

(f )  Where  raw  agricultural  commodi-  is  the  highest  of  the  separate  applicable  not  exceed  100  percent. 

ties  bearing  residues  that  have  been  tolerances.  For  example,  where  the  (3)  The  following  compounds  are 

exempted  from  the  requirement  of  a  bromide  tolerance  on  lima  beans  from  members  of  the  class  of  dithiocarba- 

tolerance,  or  which  are  within  a  toler-  ethylene  dibromide  soil  treatment  is  5  mates, 

ance  permitted  under  section  408  are  parts  per  million  and  on  lima  beans  from  Ferbam. 

used,  the  processed  foods  will  not  be  methyl  bromide  fumigation  is  50  parts  Maneb. 

considered  unsafe  within  the  meaning  of  per  million,  the  over-all  inorganic  Manganous  dimethyidithiocarbamate. 
section  406  if:  bromide  tolerance  for  lima  beans  grown  sodium  dimethyidithiocarbamate.  ' 

(1)  The  poisonous  or  deleterious  on  ethylene  dibromide  treated  soil  and  Thiram.  v 

pesticide  residues  have  been  removed  to  also  fumigated  with  methyl  bromide  zineb. 

the  extent  possible  in  good  manufactur-  after  harvest  is  50  parts  per  million.  ziram. 

ing  practice;  and  (d)  Where  tolerances  are  established  (4)  The  following  compounds  are 

(2)  The  concentration  of  the  pesticide  for  both  calcium  cyanide  and  hydrogen  members  of  the  class  of  chlorinated 
in  the  preserved  or  processed  food  when  cyanide  on  the  same  raw  agricultural  hydrocarbons: 

ready  to  eat  is  not  greater  than  the  tol-  commodity,  the  total  amount  of  such  ...  . 

erance  permitted  on  the  raw  agricul-  pesticides  shall  not  yield  more  than  25  Benzene  hexachioride 

tural  coihmodity.  parts  per  million,  calculated  as  hydrogen  i,i-bis(p  -  chiorophenyi)  -  2,2,2-trichiom. 

(g)  For  the  purpose  of  computing  fees  cyanide.  ethanol. 

as  required  by  §  120.33,  each  group  of  (e)  Except  as  noted  in  subparagraphs  Chiordane. 

crops  listed  in  §  120.34  (e)  is  counted  as  a  (1)  and  (2)  of  this  paragraph,  where  Chlorinated  camphene  (toxaphene). 

single  raw  agricultural  commodity  in  a  residues  from  two  or  more  chemicals  in  Chlorobenzilate  (ethyl  4,4'-dlchiorobea- 

petition  or  request  for  tolerances  or  ex-  the  same  class  are  present  in  or  on  a  raw  zilat®L‘, 

emption  from  the  requirement  of  a  tol-  agricultural  commodity  the  tolerance  for  (°i!°1^enyl  P-chlorobenzenesuifonate. 

erance  for  a  nonsystemic  pesticide.  As  the  total  of  such  residues  shall  be  the  DDT  '  '  * 

a  general  rule,  when  considering  a  peti-  same  as  that  for  the  chemical  having  the  i,i-Dichioro-2,2-bis(p-ethylphenyi)  eth 

tion  or  request  with  respect  to  a  systemic  lowest  numerical  tolerance  in  this  class,  ane. 

pesticide  (see  §  120.34  (c))  crops  shall  (1)  Where  residues  from  two  or  more  2,4-Dichiorophenoxyacetic  acid, 
not  be  grouped.  chemicals  in  the  same  class  are  present  Dieidrin. 

1120.2  Pesticide  chemicals  considered  iD  °r  °n  a  raw  agricultural  commodity  «enp‘““or- 
sale,  (a)  As  a  general  rule,  pesticide  “±Ahe”  MethoVychior. 

chemicals  other  than  sulfur,  lime,  lime-  PerPllt  quantitative  determination  of  sesone  (sodium  2,4-dichiorophenoxyethj 
sulfur,  potassium  polysulfide,  sodium  each  residue,  the  quantity  of  combined  BUifate,  ses).  ^ 

carbonate,  and  sodium  polysulfide  are  residues  that  are  within  the  tolerance  sodium  2,4-dichiorophenoxyacetate. 
not,  for  the  purposes  of  section  408  (a)  ““7, «  foll^SfL  a  ,  Sujphenone  (p-chlorophenyl  phenyl  sul 

of  the  act,  generally  recognized  as  safe  th  quantity  of  each  fone)* 

for  use.  ,  residue  present.  (5)  The  following  compounds  ar 

(b)  Upon  written  request,  the  Pesti-  HlltUH  Silo  members  of  the  class  of  organic  phos 

cide  Branch  will  advise  interested  per-  due  by  the  tolerance  that  would  apply  phates;  ' 

sons  whether  a  pesticide  chemical  should  /oo  tq  dete^ine^the  p^eXge^f  the  s-(p-chiorophenyithio)  methyl  o,o;a 
be  considered  as  poisonous  or  deleterious,  f  f  e  ethyl  phosphorodithioate.  F 

or  one  not  generally  recognized  by  quali-  1  ^ «  wh  o,o-Diethyi  s-2-diethyiaminoethyi  phoi 

fied  experts  as  safe.  (hi)  Add  the  percentages  so  obtained  phorothioate  hydrogen  oxalate. 

(c)  The  training  and  experience  cboii  o,o-Diethyi  o-(2-isopropyi-4-methyW 

necessary  to  qualify  experts  to  evaluate  (.1V)  of  the  percentages  shall  pyrimidinyi)  phosphorothioate. 

the  safetv  of  nesticide  chemicals  for  the  not  exceed  100  percent  O.O-Dimethyl  S-(4-oxo-l,2,3-benzotrlazii 

r o 25  ™  (2)  Where  residues  from  two  or  more  3-yi-methyi)  phosphorodithioate. 

chemicals  in  the  same  class  are  present  epn- 

n.flnfv  .,vr!rk  tn  FfF,,,,  in  or  on  a  raw  agricultural  commodity  MEl,atp!on-  ... 

ence  necessary  to  qualify  experts  to  seive  d  th  available  methods  that  l-M«hoxycarOonyl-l-propen-2-yl-ciimeth 

on  advisory  committees  prescribed  by  it  ,uantitative  determinations  of  phZ?^a,«a,„8n 

section  408  (g).  (See  §  120.11.)  tv, i  Methyl  par athion. 

one  or  more9  but  nob  sill  oi  the  residues,  parathion. 

§  120.3  Tolerances  for  related  pesti -  the  amounts  of  such  residues  as  may  be  Systox  (O.o-diethyl  (2-ethyimercapt 

cide  chemicals,  (a)  Pesticide  chemicals  determinable  shall  be  deducted  from  the  ethyl)  thiophosphate,  a  mixture  oi  ti 
that  cause  related  pharmacological  ef-  total  amount  of  residues  present,  and  the  thiono  and  thiol  isomers), 
fects  will  be  regarded,  in  the  absence  of  remainder  shall  have  the  same  tolerance  (0)  .j^e  following  compounds  ar 
evidence  to  the  contrary,  as  having  an  as  that  for  the  chemical  having  the  low-  members  of  the  class  of  dinitro  con 
additive  deleterious  action.  (For  ex-  est  numerical  tolerance  in  t&at  class.  pounds* 
ample,  pesticide  chemicals  within  each  of  The  quantity  of  combined  residues  that 

the  following  groups  have  related  phar-  are  within  the  tolerance  may  be  deter-  Dinitro-o-cyciohexyiphenoi. 

macological  effects:  Many  chlorinated  mined  as  follows:  racyciohexylamine  salt  of  dinitro-o^yd 

hydrocarbons,  arsenic-containing  chemi-  (i)  Determine  the  quantity  of  each  de-  y  p 

cals,  metallic  dithiocarbamates,  many  terminable  residue  present.  §  120.4  Certification  of .  usefulne 

organic  phosphates. )  _  (ii)  Deduct  the  amounts  of  such  resi-  and  residue  estimate.  The  time  peri< 

(b)  Tolerances  established  for  such  dues  from  the  total  amount  of  residues  for  the  Department’s  consideration 
related  pesticide  chemicals  may  limit  the  present  and  consider  the  remainder  to  a  petition  will  not  begin  to  run  until  tl 
amount  of  a  common  component  (such  have  the  same  tolerance  as  that  for  the  Secretary  of  Agriculture  certifies  th 
as  ASzOs)  that  may  be  present,  or  may  chemical  having  the  lowest  numerical  the  pesticide  chemical  involved  is  usef 
limit  the  amount  of  biological  activity  tolerance  in  that  class.  and  gives  an  opinion  whether  the  tole 

(such  as  cholinesterase  inhibition)  that  (iii)  Divide  the  quantity  of  each  de-  ance  proposed  by  the  petitioner  reaso: 
may  be  present,  or  may  limit  the  total  terminable  residue  by  the  tolerance  that  ably  reflects  the  amount  of  residue  like 
amount  of  related  pesticide  chemicals  would  apply  if  it  occurred  alone  and  the  to  result  when  the  pesticide  chemical 
(such  as  chlorinated  hydrocarbons)  that  quantity  of  the  remaining  residue  by  the  used  in  the  manner  proposed.  The  t< 
may  be  present.  tolerance  for  the  chemical  having  the  erance  thereafter  established  ordinari 
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mm  not  exceed  that  figure  which  the 
Secretary  of  Agriculture  states,  in  his 
Dinion,  reasonably  reflects  the  amounts 
of  residue  likely  to  result. 

§  120.5  Zero  tolerances.  A  zero  tol¬ 
erance  iheans  that  no  amount  of  the  pes¬ 
ticide  chemical  may  remain  on  the  raw 
agricultural  commodity  when  it  is  offered 
for  shipment.  A  zero  tolerance  for  a 
pesticide  chemical  in  or  on  a  raw  agri¬ 
cultural  commodity  may  be  established 
because,  among  other  reasons: 

(a)  A  safe  level  of  the  pesticide  chemi¬ 
cal  in  the  diet  of  two  different  species  of 
warm-blooded  animals  has  not  been  re¬ 
liably  determined. 

(b)  The  chemical  is  carcinogenic  to 
or  bas  other  alarming  physiological  ef¬ 
fects  upon  one  or  more  of  the  species  of 
the  test  animals  used,  when  fed  in  the 
diet  of  such  animals. 

(c)  The  pesticide  chemical  is  toxic, 
but  is  normally  used  at  times  when,  or 
in  such  manner  that,  fruit,  vegetables, 
or  other  raw  agricultural  commodities 
will  not  bear  or  contain  it. 

(d)  All  residue  of  the  pesticide  chem¬ 
ical  is  normally  removed  through  good 
agricultural  practice  such  as  washing 
or  brushing  or  through  weathering  or 
other  changes  in  the  chemical  itself, 
prior  to' introduction  of  the  raw  agri¬ 
cultural  commodity  into  interstate  com¬ 
merce. 

§  120.6  Exemptions  from  the  require - 
ment  of  a  tolerance,  (a)  An  exemption 
from  a  tolerance  shall  be  granted  when 
it  appears  that  the  total  quantity  of  the 
pesticide  chemical  in  or  on  all  raw  agri¬ 
cultural  commodities  for  which  it  is  use¬ 
ful  under  conditions  of  use  currently 
prevailing  or  proposed  will  involve  no 
hazard  to  the  public  health. 

(b)  When  applied  to  growing  crops, 
in  accordance  with  good  agricultural 
practice,  the  following  pesticide  chemi¬ 
cals  are  exempt  from  the  requirement 
of  a  tolerance: 

(1)  The  following  copper  compounds: 
Bordeaux  mixture,  copper  acetate,  basic 
copper  carbonate  (malachite),  copper- 
lime  mixtures,  copper  oxychloride,  cop¬ 
per  silicate,  copper  sulfate  basic,  copper- 
zinc  chromate,  cuprous  oxide,  tetra  cop¬ 
per  calcium  oxychloride. 

(2)  W-Octylbicyclo-(2,2,1)  -5-heptene- 
2,3-dicarboximide) . 

(3)  Petroleum  oils. 

(4)  Piperonyl  butoxide. 

(5)  Piperonyl  cyclonene. 

(6)  N-Propyl  isome. 

(7)  Pyrethrum  and  pyrethrins. 

(8)  Rotenone  or  derris  or  cube  roots. 

(9)  Ryania. 

(10)  Sabadilla.  . 

These  pesticides  are  not  exempted  from 
the  requirement  of  a  tolerance  when  ap¬ 
plied  to  a  crop  at  the  time  of  or  after 
harvest. 

PROCEDURE  FOR  FILING  PETITIONS 

§  120.7  Petitions  proposing  tolerances 
or  exemptions  for  pesticide  residues  in  or 
on  raw  agricultural  commodities,  (a) 
Petitions  to  be  filed  with  the  Department 
under  the  provisions  of  section  408  (d) 
shall  be  submitted  in  duplicate  to  the 
Pesticide  Branch.  If  any  part  of  the 
material  submitted  is  in  a  foreign  lan¬ 


guage,  it  shall  be  accompanied  by  an  ac¬ 
curate  and  complete  English  translation. 
The  petition  shall  be  accompanied  by  an 
advance  deposit  for  fees  described  in 
§  120.33.  The  petition  shall  state  peti¬ 
tioner’s  mail  address  to  which  notice  of 
objection  under  section  408  (d)  (5)  may 
be  sent. 

(b)  Petitions  shall  include  the  fol¬ 
lowing  data  and  be  submitted  in  the  fol¬ 
lowing  form: 


(Date) 

Pesticide  Branch, 

Pood  and  Drug  Administration, 

Department  of  Health,  Education,  and  Wel¬ 
fare, 

Washington  25,  D.  C. 

Dear  Sirs: 

The  undersigned,  _ _  sub¬ 

mits  this  petition  pursuant  to  section  408 
(d)  (1)  of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  with  respect  to  the  pesticide  chem¬ 
ical  _ _ 

Attached  hereto.  In  duplicate  and  consti¬ 
tuting  a  part  of  this  petition,  are  the  follow¬ 
ing: 

A.  The  name,  chemical  identity,  and  com¬ 
position  of  the  pesticide  chemical.  (If  the 
pesticide  chemical  is  an  Ingredient  of  an 
economic  poison,  the  complete  quantitative 
formula  of  the  resulting  economic  poison 
should  be  submitted.  The  submission  of  this 
Information  does  not  restrict  the  application 
of  any  tolerance  or  exemption  granted  to  the 
specific  formula(s)  submitted.) 

B.  The  amount,  frequency,  and  time  of  ap¬ 
plication  of  the  pesticide  chemical. 

C.  Full  reports  of  investigations  made  with 
respect  to  the  safety  of  the  pesticide  chemi¬ 
cal.  (These  reports  should  include,  where 
necessary,  detailed  data  derived  from  ap¬ 
propriate  animal  or  other  biological  experi¬ 
ments  in  which  the  methods  used  and  the 
results  obtained  are  clearly  set  forth.) 

D.  The  results  of  tests  on  the  amount  of 
residue  remaining,  including  a  description  of 
the  analytical  method  used.  (See  §  120.34 
for  further  information  about  residue  tests.) 

E.  Practicable  methods  for  removing  resi¬ 
due  that  exceeds  any  proposed  tolerance. 

F.  Proposed  tolerances  for  the.  pesticide 
chemical  if  tolerances  are  proposed. 

Q.  Reasonable  grounds  in  support  of  the 
petition. 

Enclosed  is  (money  order,  bank  draft,  or 

certified  check)  for  $ _ _  payable  to  the 

Food  and  Drug  Administration  to  cover 
clerical  operations.  Initial  administrative  re¬ 
view,  and  the  cost  incurred  in  considering 
the  petition  after  it  has  been  filed. 

Very  truly  yours, 


(Petitioner) 
Per _ 


(Indicate  authority) 
Mall  address _ _ 

This  petition  must  be  signed  by  the  peti¬ 
tioner  or  by  his  attorney  or  agent,  or  (if  a 
corporation)  by  an  authorized  official. 

’  The  data  specified  under  the  several  let¬ 
tered  headings  should  be  on  separate  sheets 
or  sets  of  sheets,  suitably  identified.  If  such 
data  have  already  been  submitted  with  an 
earlier  application,  1;he  present  petition  may 
Incorporate  it  by  reference  to  the  earlier 
one.  "  - 

The  petition  shall  be  submitted  In  dupli¬ 
cate.  The  petitioner  shall  show  that  he  has 
registered  or  has  submitted  an  application 
for  the  registration  of  an  economic  poison 
containing  the  pesticide  chemical  under  the 
Federal  Insecticide,  Fungicide,  and  Rodentl- 
cide  Act. 

(c)  Except  as  noted  in  paragraph  (d)’ 
of  this  section,  a  petition  shall  not  be 


accepted  for  filing  if  any  of  the  data 
prescribed  by  section  408  (d)  are  lacking 
or  are  not  set  forth  so  as  to  be  readily 
understood.  Data  in  a  petition  entitled 
to  protection  as  a  trade  secret  will  be 
held  confidential  and  not  revealed  unless 
it  is  necessary  to  do  so  in  administrative 
or  judicial  proceedings  under  section  408. 

(d)  The  Pesticide  Branch  shall  notify 
the  petitioner  within  15  days  after  its 
receipt  of  acceptance  or  nonacceptance 
of  a  petition,  and  if  not  accepted  the  rea¬ 
sons  therefor.  Copy  of  the  notice  shall 
be  sent  to  the  Plant  Pest  Control  Branch, 
Agricultural  Research  Service,  Depart¬ 
ment  of  Agriculture.  If  accepted,  the 
date  of  notification  becomes  the  date  of 
filing  for  the  purposes  of  section  408  (d) 
(1).  If  petitioner  desires,  he  may  sup¬ 
plement  a  deficient  petition  after  noti¬ 
fication  as  to  deficiencies.  Each  supple¬ 
ment  shall  be  accompanied  by  a  deposit 
of  fees  as  specified  in  §  120.33  (e) .  If  the 
supplementary  material  or  explanation 
of  petition  is  deemed  acceptable,  peti¬ 
tioner  shall  be  notified,  and  date  of  such 
notification  becomes  the  date  of  filing. 
If  the  petitioner  does  not  wish  to  supple¬ 
ment  or  explain  the  petition  and  requests 
in  writing  that  it  be  filed  as  submitted, 
the  petition  shall  be  filed  and  the  peti¬ 
tioner  so  notified.  The  date  of  such  noti¬ 
fication  becomes  the  date  of  filing.  The 
Commissioner  shall  publish  in  the  Fed¬ 
eral  Register  within  30  days  a  notice 
of  filing,  name  of  petitioner,  and  a  brief 
outline  of  the  petition,  including  descrip¬ 
tion  of  analytical  method  or  reference 
to  a  publication  in  which  it  appears,  if 
such  publication  is  generally  available. 

(e)  The  Pesticide  Branch  may  request 
a  sample  of  the  pesticide  chemical  at  any 
time  while  a  petition  is  under  considera¬ 
tion.  The  Pesticide  Branch  shall  specify 
in  its  request  for  a  sample  of  the  pesti¬ 
cide  chemical,  a  quantity  which  it  deems 
adequate  to  permit  tests  of  analytical 
methods  used  to  determine  residues  of 
the  pesticide  chemical  and  of  methods 
proposed  by  the  petitioner  for  removing 
any  residues  of  the  chemical  that  ex¬ 
ceed  the  tolerance  proposed.  The  date 
used  for  computing  the  90-day  limit  for 
the  purposes  of  section  408  (d)  (2)  shall 
be  moved  forward  1  day  for  each  day  in 
excess  of  15  from  the  mailing  date  of  the 
request  taken  by  the  petitioner  to  submit 
the  sample.  If  the  sample  is  not  sub¬ 
mitted  within  180  days  after  mailing  date 
of  the  request,  the  petition  will  be  con¬ 
sidered  withdrawn  without  prejudice. 

(f )  The  date  of  receipt  from  the  Sec¬ 
retary  of  Agriculture  of  certification  as 
to  usefulness  shall  be  the  date  used  for 
computing  the  90-day  limit  for  the  pur¬ 
poses  of  section  408  (d)  (2). 

(g)  Unless  the  petition  is  referred  to 
an  advisory  committee,  the  Commis¬ 
sioner  shall  publish  in  the  Federal  Reg¬ 
ister  within  90  days  after  receipt  of  the 
certification  of  usefulness,  a  regulation 
establishing  a  tolerance  for  residues  of 
of  the  pesticide  chemical  or  exempting 
such  residues  from  the  necessity  of  a 
tolerance,  as  provided  in  section  408  (d) 
(2)  of  the  act. 

§  120.8  Withdrawal  of  petitions  with¬ 
out  prejudice.  In  some  cases  the  Pesti¬ 
cide  Branch  or  an  advisory  committee  to 
which  the  petition  has  been  referred  will 
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notify  the  petitioner  that  the  petition, 
while  technically  complete,  is  inadequate 
to  justify  the  establishment  of  a  toler¬ 
ance  or  the  tolerance  requested  by  peti¬ 
tioner.  This  may  be  due  to  the  fact  that 
the  data  are  not  sufficiently  clear  or  com¬ 
plete.  In  such  cases,  the  petitioner  may 
withdraw  the  petition  pending  its  clari¬ 
fication  or  the  obtaining  of  additional 
data.  This  withdrawal  may  be  without 
prejudice  to  a  future  filing.  Upon  re¬ 
filing,  the  time  limitation  will  begin  to 
run  anew  from  the  date  of  refiling  or  the 
date  of  receipt  of  certification  from  the 
Secretary  of  Agriculture,  whichever  is 
later.  A  deposit  for  fees  as  specified  in 
§  120.33  (f)  shall  accompany  the  resub¬ 
mission  of  the  petition. 

§  120.9  Substantive  amendments  to 
petitions.  After  a  petition  has  been  filed 
or  referred  to  an  advisory  committee, 
the  petitioner  may  submit  additional  in¬ 
formation  or  data  in  support  thereof, 
but  in  such  cases  the  petition  will  be 
given  a  new  filing  date  or  a  new  initial 
date  of  consideration  by  the  advisory 
committee,  and  the  time  limitation  will 
begin  to  run  anew.  The  additional  data 
shall  be  accompanied  by  a  deposit  of  fees 
as  specified  in  §  120.33  (g). 

ADVISORY  COMMITTEES 

§  120.10  Referral  of  petition  to  ad¬ 
visory  committee,  (a)  If  within  the 
prescribed  period  a  person  filing  a  peti¬ 
tion  requests  that  the  petition  be  re¬ 
ferred  to  an  advisory  committee,  he  shall 
make  such  request  in  writing  to  the 
Commissioner  and  forward  with  such 
request  an  advance  deposit  for  fees  pre¬ 
scribed  by  §  120.33  (i)  (3). 

(b)  If  further  advance  deposits  are 
not  made  upon  request  of  the  Commis¬ 
sioner,  as  provided  for  in  §  120.33  (i)  (3) , 
the  request  for  referral  of  the  petition 
to  an  advisory  committee  shall  be  con¬ 
sidered  withdrawn,  and  a  tolerance  shall 
be  established  within  90  days  of  the  date 
on  which  the  Commissioner  requested 
the  further  advance  deposit. 

(c)  In  case  the  Commissioner  on  his 
own  initiative  deems  it  necessary  to  refer 
a  petition  to  an  advisory  committee,  he 
shall,  in  writing,  so  inform  the  person 
filing  the  petition. 

§  120.11  Appointment  of  advisory 
committee,  (a)  Whenever  the  referral 
of  a  petition  or  proposal  to  an  advisory 
committee  is  requested  or  the  Commis¬ 
sioner  otherwise  deems  such  referral 
necessary,  the  Commissioner  will  request 
the  National  Academy  of  Sciences  to 
select  qualified  experts,  including  at 
least  one  representative  from  land-grant 
colleges,  willing  to  serve  on  the  advisory 
committee.  All  such  experts  shall  have 
had  sufficient  training  and  experience  in 
biologp,  medicine,  physiology,  toxicology, 
pharmacology,  veterinary  medicine,  or 
other  appropriate  science  to  evaluate  the 
safety  of  pesticide  chemicals.  The  Com¬ 
missioner  will  request  the  National 
Academy  of  Sciences,  when  it  furnishes 
the  names  of  such  experts,  to  supply  a 
biographical  sketch  showing  the  back¬ 
ground  of  their  experience  and  their 
connection,  if  any,  with  academic  and 
commercial  institutions. 

(b)  Each  advisory  committee  shall 
consist  of  not  less  than  three  experts. 


at  least  one  of  whom  is  a  representative 
from  a  land-grant  college.  The  Com¬ 
missioner  may  specify  a  larger  number 
to  serve.  He  shall  appoint  one  member 
of  the  committee  as  chairman,  and  the 
chairman  shall  be  the  spokesman  of  the 
committee  for  receiving  and  forwarding 
reports,  and  other  functions  of  the  com¬ 
mittee. 

(c)  The  Commissioner  shall  appoint 
the  experts  so  selected  and  fix  their 
compensation  at  not  to  exceed  $50.00 
per  day  for  each  day  or  part  thereof 
spent  in  committee  meetings  and  in  trav¬ 
eling  to  and  from  committee  meetings 
held  outside  the  city  of  their  residence, 
plus  necessary  traveling  and  subsistence 
expenses  while  the  experts  are  serving 
away  from  their  places  of  residence. 
Subsistence  expenses  shall  not  exceed 
$25.00  per  day. 

§  120.12  Procedure  for  advisory- com¬ 
mittee.  (a)  The  Commissioner  shall 
submit  to  the  chairman  of  the  committee 
the  petition  for  tolerances,  together  with 
certification  by  the  Secretary  of  Agri¬ 
culture  and  such  other  relevant,  reliable 
information  as  may  be  available.  When 
the  Commissioner  submits  a  proposal 
to  an  advisory  committee,  he  shall  in¬ 
form  the  petitioner  and  furnish  him 
with  copies  of  material  other  than  the 
petition  and  certification  that  is  fur¬ 
nished  the  committee.  The  chairman 
of  the  committee  shall  acknowledge  re¬ 
ceipt  of  the  information  and  readiness 
of  the  committee  to  act.  The  date  of 
receipt  of  such  information  shall  be  con¬ 
sidered  the  beginning  of  the  period  al¬ 
lowed  for  consideration  by  the  committee. 
Copy  of  this  acknowledgment  shall  be 
forwarded  to  the  petitioner  by  the  chair¬ 
man  of  the  committee. 

(b)  A  secretariat  to  advisory  commit¬ 
tees  will  be  established  by  the  Commis¬ 
sioner.  The  secretariat  shall  furnish 
members  of  the  committee  with  copies 
of  the  proposal  or  petition,  certification 
from  the  Secretary  of  Agriculture,  and 
any  data  received  by  the  chairman.  If 
the  chairman  of  the  committee  believes 
that  a  meeting  of  the  committee  is  nec- 

.  essary  before  making  a  recommendation, 
he  shall  so  advise  the  Commissioner. 
Such  meetings  shall  be  held  in  Wash¬ 
ington,  D.  C.,  or  such  other  place  as 
the  Commissioner  may  designate.  The 
Commissioner  shall  furnish  a  suitable 
meeting  place  for  the  committee.  If  a 
meeting  is  held,  the  secretariat  shall 
keep  the  minutes  and  provide  clerical 
assistance. 

(c)  As  soon  as  practicable,  but  not 
later  than  60  days  after  receipt  of  pro¬ 
posal  or  petition  (unless  the  time  has 
been  extended  as  provided  in  paragraph 

(d)  of  this  section),  the  chairman  shall 
certify  to  the  Commissioner  the  report 
of  the  committee,  including  any  minor¬ 
ity  report,  and  shall  return  the  peti¬ 
tion  for  tolerances  and  the  certification 
by  the  Secretary  of  Agriculture.  The 
report  will  include  copies  of  all  relevant 
material  considered  by  the  committee, 
except  that  in  the  case  of  scientific  liter¬ 
ature  readily  available  in  scientific 
libraries  proper  reference  may  be  made 
to  it  instead  of  furnishing  actual  copies. 
The  report  of  the  advisory  committee 
shall  be  available  for  inspection  by  any 


interested  person  after  a  tolerance  or 
exemption  resulting  from  the  petition  i* 
published. 

(d)  If  at  any  time  within  60  days,  the 
chairman  believes  that  the  advisory 
committee  needs  more  time,  he  shall  so 
inform  the  Commissioner  in  writing,  in 
which  case  he  shall  make  the  certifies- 
tion  contemplated  by  section  408  (d)  (3) 
of  the  act  within  the  additional  30  days 

(e)  The  date  of  receipt  of  the  com- 
mittee  report  will  be  the  date  for  com¬ 
puting  time  for  the  Commissioner  to  act 
for  the  purposes  of  both  sections  408  (d) 
(3)  and  (e). 

(f)  The  chairman  of  the  committee, 
after  consultation  with  the  committee 
members,  will  inform  the  National 
Academy  of  Sciences  of  the  committee’s 
opinion  as  to  the  member  who  may  best 
represent  the  committee  at  a  hearing,  if 
one  occurs. 

(g)  More  than  one  petition  or  proposal 
may  be  handled  by  a  committee  con¬ 
currently. 

(h)  Persons  authorized  under  section 
408  (h)  to  discuss  proposals  or  petitions 
with  the  committee  shall  notify  the 
chairman  and  if  practicable  make  ap¬ 
pointments  through  him.  The  report  of 
the  committee  shall  show  the  names  of 
persons  other  than  committee  mem¬ 
bers  discussing  proposals  or  petitions 
with  the  committee.  Except  for  discus¬ 
sions  with  authorized  persons  the  com¬ 
mittee  shall  not  disclose  data  originat¬ 
ing  with  a  petitioner  prior  to  publication 
of  a  regulation. 

PROCEDURE  TOR  FILING  OBJECTIONS  AND 
"  HOLDING  A  PUBLIC  HEARING 

§  120.13  Objections  to  regulations  and 
requests  for  hearings,  (a)  Objections 
under  section  408  (d)  (5)  shall  be  sub¬ 
mitted  in  quintuplicate  to  the  hearing 
clerk  of  the  Department  and  shall  be 
accompanied  by  a  filing  fee  as  specified 
in  §  120.33  (h).  Each  objection  to  a 
provision  of  the  regulation  shall  be  sep¬ 
arately  numbered. 

(b)  A  statement  of  objections  shall 
not  be  accepted  for  filing  if : 

(1)  It  fails  to  establish  that  the  ob¬ 
jector  is  adversely  affected  by  the  regu¬ 
lation;  or 

(2)  It  does  not  specify  with  particu¬ 
larity  the  provisions  of  the  regulation 
to  which  objection  is  taken;  or 

(3)  It  does  not  state  reasonable 
grounds  for  each  objection  raised. 
Grounds  which  it  is  reasonable  to  con¬ 
clude  are  capable  of  being  established 
by  reliable  evidence  at  the  hearing  and 
which  if  proved  would  call  for  changing 
the  provisions  specified  in  the  objections 
will  be  deemed  reasonable  grounds. 

(c)  If  the  statement  of  objections 
may  not  be  filed,  the  Commissioner  shall 
inform  the  objector  of  the  reasons. 

(d)  If  objections  to  a  regulation  issued 
pursuant  to  a  petition  are  filed  by  a  per¬ 
son  other  than  the  petitioner,  the  Food 
and  Drug  Administration  shall  send  a 
copy  of  the  objections  by  registered  mail, 
return  receipt  requested,  to  the  peti¬ 
tioner  at  the  address  given  in  the  peti¬ 
tion.  Petitioner  shall  have  2  weeks  from 
the  date  of  receipt  of  the  objections  to 
make  written  reply. 
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8 120.14  Public  hearing ;  notice.  If 
the  objections  and  statements  filed  by 
any  person,  when  they  are  considered 
with  the  record  in  the  proceeding  (in¬ 
cluding  any  reply  to  the  objections  that 
the  petitioner  may  have  filed)  show  that 
the  person  filing  the  objections  is  ad¬ 
versely  affected  and  that  the  grounds 
stated  in  support  of  the  objections  are 
reasonable,  the  Commissioner  shall 
cause  to  be  published  in  the  Federal 
register  a  notice  reciting  the  objections 
and  announcing  a  public  hearing  to  re¬ 
ceive  evidence  on  them.  The  notice 
shall  designate  the  place  where  the  hear¬ 
ing  will  be  held,  specify  the  time  within 
which  appearances  must  be  filed,  and 
specify  the  time  (not  earlier  than  30  days 
after  the  date  of  the  notice)  when  the 
hearing  will  start.  The  hearing  shall 
convene  at  the  place  and  time  announced 
in  the  notice  but  thereafter  it  may  be 
moved  to  a  different  place  and  may  be 
continued  from  day  to  day  or  recessed 
to  a  later  day  without  other  notice  than 
announcement  thereof  by  the  presiding 
officer  at  the  hearing. 

§  120.15  Presiding  officer.  The  hear¬ 
ing  shall  be  conducted  by  a  presiding  of¬ 
ficer,  who  shall  be  a  hearing  examiner 
appointed  as  provided  in  the  Adminis¬ 
trative  Procedure  Act  and  designated  by 
the  Commissioner  -  for  conducting  the 
hearing.  Any  such  designation  may  be 
made  or  revoked  by  the  Commissioner  at 
any  time.  ,  Hearings  shall  be  conducted 
in  an  informal  but  orderly  manner  in  ac¬ 
cordance  with  these  regulations  and  the 
requirements  of  the  Administrative  Pro¬ 
cedure  Act.  The  presiding  officer  shall 
have  the  power  to  administer  oaths  and 
affirmations;  to  request  the  member  of 
an  advisory  committee  designated  as 
provided  by  section  408  (d)  (5)  to  tes¬ 
tify  with  respect  to  the  report  and  rec¬ 
ommendations  of  the  committee;  to  rule 
upon  offers  of  proof  and  admissibility  of 
evidence;  to  receive  relevant  evidence;  to 
examine  witnesses;  to  regulate  the 
course  of  the  hearing;  to  hold  confer¬ 
ences  for  the  simplification  of  the  issues, 
and  to  dispose  of  procedural  requests; 
but  he  shall  not  have  power  to  decide  any 
motion  that  involves  final  determination 
of  the  merits  of  the  proceeding. 

5 120.16  Parties;  burden  of  proof; 
appearances.  At  the  hearing,  the  per¬ 
son  whose  objections  raised  the  issues  to 
be  determined  shall  be,  within  the  mean¬ 
ing  of  section  7  (c)  of  the  Administra¬ 
tive  Procedure  Act,  the  proponent  of  the 
order  sought,  and  accordingly  shall  have 
the  burden  of  proof.  Any  interested  per¬ 
son  shall  be  given  an  opportunity  to  ap¬ 
pear  at  the  hearing,  either  in  person  or 
by  his  authorized  representative,  and  to 
be  heard  with  respect  to  matters  rele¬ 
vant  to  the  issues  raised  by  the  objec¬ 
tions.  Any  interested  person  who  de¬ 
sires  to  be  heard  at  the  hearing  in 
person  or  through  a  representative  shall, 
within  the  time  specified  in  the  notice  of 
hearing,  file  with  the  presiding  officer  a 
_  written  notice  of  appearance  setting 
forth  his  name,  address,  and  employ¬ 
ment.  If  such  person  desires  to  be 
heard  through  a  representative,  such 
person  or  such  representative  shall  file 
with  the  presiding  officer  a  written  ap¬ 
pearance  setting  forth  the  name,  ad- 


FEDERAL  REGISTER 

dress,  and  employment  of  such  person. 
Any  person  or  representative  shall  state 
with  particularity  in  the  appearance  his 
interest  in  the  proceedings  and  shall  set 
forth  the  specific  provisions  of  the  regu¬ 
lations  concerning  which  objections  have 
been  made  on  which  such  person  desires 
to  be  heard.  The  appearance  shall  also 
set  forth  with  particularity  the  position 
to  be  taken  concerning  the  objections  on 
which  he  wishes  to  be  heard.  No  person 
shall  be  heard  if  he  failed  to  file  his  ap¬ 
pearance  within  the  time  prescribed  in 
the  absence  of  a  clear  showing  of  good 
cause  why  the  appearance  was  not  filed. 
All  present  at  the  hearing  shall  conform 
to  all  reasonable  standards  of  orderly 
and  ethical  conduct. 

§  120.17  Prehearing  and  other  con¬ 
ferences.  (a)  The  presiding  officer,  on 
his  own  motion,  or  on  the  motion  of  any 
party  or  his  representative,  may  direct 
all  parties  or  their  representatives  to 
appear  at  a  specified  time  and  place  for 
a  conference  to  consider: 

(1)  The  simplification  of  the  issues. 

(2)  The  possibility  of  obtaining  stipu¬ 
lations,  admissions  of  facts  and  docu¬ 
ments. 

(3)  The  limitation  of  the  number  of 
expert  witnesses. 

(4)  The  scheduling  of  witnesses  to  be 
called. 

(5)  The  advance  submission  of  all 
documentary  evidence. 

(6)  Such  other  matters  as  may  aid  in 
the  disposition  of  the  proceeding. 

The  presiding  officer  shall  make  an  order 
which  recites  the  action  taken  at  the 
conference,  the  agreements  made  by  the 
parties  or  their  representatives,  and  the 
schedule  of  witnesses,  and  which  limits 
the  issues  for  hearing  to  those  not  dis¬ 
posed  of  by  admissions  or  agreements. 
Such  order  shall  control  the  subsequent 
course  of  the  proceeding  unless  modified 
for  good  cause  by  subsequent  order. 

(b)  The  presiding  officer  may  also 
direct  all  parties  and  their  representa¬ 
tives  to  appear  at  conferences  at  any 
time  during  the  hearing  with  a  view  to 
simplification,  clarification,  or  shorten¬ 
ing  of  the  hearing. 

§  120.18  Submission  of  documentary 
evidence  in  advance,  (a)  All  documen¬ 
tary  evidence  to  be  offered  at  the  hearing 
shall  be  submitted  to  the  presiding  offi¬ 
cer  and  to  the  parties  sufficiently  in  ad¬ 
vance  of  the  offer  of  such  documentary 
evidence  for  introduction  into  the  record 
to  permit  study  arid  preparation  of 
cross-examination  and  rebuttal 
evidence. 

(b)  The  presiding  officer,  after  con¬ 
sultation  with  the  parties  at  a  confer¬ 
ence  called  in  accordance  with  §  120.17, 
shall  make  an  order  specifying  the  time 
at  which  documentary  evidence  shall  be 
submitted.  He  shall  also  specify  in  his 
order  the  time  within  which  objection  to 
the  authenticity  of  such  documents  must 
be  made  to  comply  with  paragraph  (d) 
of  this  section. 

(c)  Documentary  evidence  not  sub¬ 
mitted  in  advance  in  accordance  with 
the  requirements  of  paragraphs  (a)  and 
(b)  of  this  section  shall  not  be  received 
in  evidence  in  the  absence  of  a  clear 
showing  that  the  offering  party  had  good 
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cause  for  his  failure  to  produce  the  evi¬ 
dence  sooner. 

(d)  The  authenticity  of  an  documents 
submitted  in  advance  shall  be  deemed 
admitted  unless  written  objection 
thereto  is  filed  with  the  presiding  officer 
upon  notice  to  the  other  parties  within 
the  time  specified  by  the  presiding  officer 
in  accordance  with  paragraph  (b)  of 
this  section,  except  that  a  party  will  be 
permitted  to  challenge  such  authenticity 
at  a  later  time  upon  a  clear  showing  of 
good  cause  for  failure  to  have  filed  such 
written  objection. 

§  120.19  Excerpts  from  documentary 
evidence.  When  portions  only  of  a  docu¬ 
ment  are  to  be  relied  upon,  the  offering 
party  shall  prepare  the  pertinent  ex¬ 
cerpts,  adequately  identified,  and  shall 
supply  copies  of  such  excerpts,  together 
with  a  statement  indicating  the  purpose 
for  which  such  materials  will  be  offered, 
to  the  presiding  officer  and  to  the  other 
parties.  Only  the  excerpts,  so  prepared 
and  submitted,  shall  be  received  in  the 
record.  However,  the  whole  of  the  orig¬ 
inal  document  should  be  made  available 
for  examination  and  for  use  by  opposing 
counsel  for  purposes  of  cross-exam¬ 
ination. 

§  120.20  Submission  and  receipt  of 
evidence,  (a)  Each  witness  shall,  before 
proceeding  to  testify,  be  sworn  or  make 
affirmation. 

(b)  When  necessary  to  prevent  undue 
prolongation  of  the  hearing,  the  presid¬ 
ing  officer  may  limit  the  number  of  times 
any  witness  may  testify,  the  repetitious 
examination  and  cross-examination  of 
witnesses,  or  the  amount  of  corroborative 
or  cumulative  evidence. 

(c)  The  presiding  officer  shall  admit 
only  evidence  which  is  relevant,  ma¬ 
terial,  and  not  unduly  repetitious. 

(d)  Opinion  evidence  shall  be  admit¬ 
ted  when  the  presiding  officer  is  satisfied 
that  the  witness  is  properly  qualified. 

(e)  The  presiding  officer  shall  file  as 
exhibits  the  Federal  Register  promul¬ 
gating  the  regulation  to  which  objections 
were  taken  and  any  report,  recommenda¬ 
tions,  underlying  data,  and  reasons  that 
were  certified  to  the  Secretary  by  an 
advisory  committee  pursuant  to  section 
408  (d)  (3).  The  report,  recommenda¬ 
tions,  underlying  data,  and  reasons  shall 
be  subject  to  section  7  (c)  of  the  Admin¬ 
istrative  Procedure  Act.  All  documents 
constituting  the  record  accumulated  up 
to  the  start  of  the  hearing  shall  be  open 
for  inspection  by  interested  persons  dur¬ 
ing  office  hours  in  the  office  of  the  hear¬ 
ing  clerk  of  the  Department. 

(f)  The  member  of  an  advisory  com¬ 
mittee,  if  any,  designated  to  testify,  or 
any  member  requested  to  testify  by  the 
petitioner,  the  Department,  or  the  pre¬ 
siding  officer,  or  who  upon  his  own 
initiative  requests  to  be  heard,  shall 
appear  and  testify  with  respect  to  the 
report,  recommendations,  underlying 
data,  and  reasons  of  the  committee. 
The  designated  member  shall  receive  per 
diem  and  travel  and  subsistence  ex¬ 
penses  when  incurred,  as  though  he 
were  attending  a  meeting  of  the  advisory 
committee. 

(g)  If  any  person  objects  to  the  ad-i 
mission  or  rejection  of  any  evidence  or 
to  other  limitation  of  the  scope  of  any 
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examination  or  cross-examination,  he 
shall  state  briefly  the  grounds  for  such 
objection,  and  the  transcript  shall  not 
include  extended  argument  or  debate 
thereon  except  as  ordered  by  the  pre¬ 
siding  officer.  A  ruling  of  the  presiding 
officer  on  any  such  objection  shall  be  a 
part  of  the  transcript,  together  with 
such  offer  of  proof  as  has  been  made. 

S  120.21  Transcript  of  the  testimony. 
Testimony  given  at  a  hearing  shall  be 
reported  verbatim.  All  written  state¬ 
ments,  charts,  tabulations,  and  similar 
data  offered  in  evidence  at  the  hearing 
shall  be  marked  for  identification  and, 
upon  a  showing  satisfactory  to  the  pre¬ 
siding  officer  of  their  authenticity,  rele¬ 
vancy,  and  materiality,  shall  be  received 
in  evidence  subject  to  the  Administrative 
Procedure  Act  (sec.  7  (c),  60  Stat.  238; 
5  U.  S.  C.  1006  (c) ) .  Exhibits  shall,  if 
practicable,  be  submitted  in  quintupli- 
cate.  In  case  the  required  number  of 
copies  are  not  made  available,  the  pre¬ 
siding  officer  shall  exercise  his  discretion 
as  to  whether  said  exhibit  shall  be  read 
in  evidence  or  whether  additional  copies 
shall  be  required  to  be  submitted  within 
a  time  to  be  specified  by  the  presiding 
officer.  Wherfe  the  testimony  of  a  wit¬ 
ness  refers  to  a  statute  or  tp  a  report  or 
document,  the  presiding  officer  shall, 
after  inquiry  relating  to  the  identifica¬ 
tion  of  such  statute,  report,  or  document, 
determine  whether  the  same  shall  be  pro¬ 
duced  at  the  hearing  and  physically  be 
made  a  part  of  the  evidence  by  reference. 
Where  relevant  and  material  matter 
offered  in  evidence  is  embraced  in  a  re¬ 
port  or  document  containing  immaterial 
and  irrelevant  matter,  such  immaterial 
and  irrelevant  matter  shall  be  excluded 
and  shall  be  segregated  insofar  as  prac¬ 
ticable,  subject  to  the  direction  of  the 
presiding  officer. 

§  120.22  Oral  and  written  arguments. 

(a)  Unless  the  presiding  officer  issues  an 
announcement  at  the  hearing  author¬ 
izing  oral  argument  before  him,  it  shall 
not  be  permitted. 

(b)  The  presiding  officer  shall  an¬ 
nounce  at  the  hearing  a  reasonable 
period  within  which  interested  persons 
may  file  written  arguments  based  solely 
upon  the  evidence  received  at  the  hear¬ 
ing,  citing  the  pages  of  the  transcript  of 
the  testimony  or  properly  identified  ex¬ 
hibits  where  such  evidence  occurs. 

-  §  120.23  Indexing  of  record,  (a) 

Whenever  it  appears  to  the  presiding 
officer  that  the  record  of  hearing  will 
be  of  such  length  that  an  index  to  the 
record  will  permit  a  more  orderly  pre¬ 
sentation  of  the  evidence  and  reduce 
delay,  the  presiding  officer  shall  require 
counsel  for  the  parties  to  prepare  a  daily 
topical  index  which  will  be  available  to 
the  presiding  officer  and  all  parties. 
Preparation  of  such  an  index  shall  be 
apportioned  among  all  counsel  present  in 
such  manner  as  appears  just  and  proper 
in  the  circumstances. 

(b)  The  index  should  Include  each 
topic  of  testimony  upon  which  evidence 
is  taken,  the  name  of  each  witness  testi¬ 
fying  upon  the  topic,  the  page  of  the 
record  at  which  each  portion  of  his 
testimony  appeared,  and  the  number  of 
each  exhibit  relating  to  the  topic.  The 


index  should  also  contain  the  name  of 
each  witness,  followed  by  the  topics  upon 
which  he  testified  and  the  page  of  the 
record  at  which  such  testimony  appears. 

§  120.24  Certification  of  record.  At 
the  close  of  the  hearing,  the  presiding 
officer  shall  afford  interested  persons  a 
short  time  (not  longer  than  1  week, 
except  in  unusual  cases)  in  which  to 
point  out  errors  that  may  have  been 
made  in  transcribing  the  testimony. 
The  presiding  officer  shall  promptly 
thereafter  order  such  corrections  made 
as  in  his  judgment  are  required  to  make 
the  transcript  conform  to  the  testimony, 
and  he  shall  certify  the  transcript  of 
testimony  and  the  exhibits  to  the  Com- 
sioner. 

§  120.25  Filing  the  record  of  the 
hearing.  As  soon  as  practicable  after 
the  close  of  the  hearing,  the  complete 
record  of  the  hearing  shall  be  filed  in  the 
office  of  the  Hearing  Clerk.  The  record 
shall  include  the  transcript  of  the  testi¬ 
mony,  and  exhibits,  and  any  written  ar¬ 
guments  that  may  have  been  filed. 

§  120.26  Copies  of  the  record  of  the 
hearing.  The  Department  will  make 
provisions  for  a  stenographic  record  of 
the  testimony  and  for  such  copies  of  the 
transcript  thereof  as  it  requires  for  its 
own  purposes.  Any  person  desiring  a 
copy  of  the  record  of  the  hearing  or  of 
any  part  thereof  shall  be  entitled  to  the 
same  upon  payment  of  the  costs  thereof. 

§  120.27  Proposed  order.  As  soon  as 
practicable  after  the  time  for  filing  writ¬ 
ten  arguments  has  ended  the  Commis¬ 
sioner  shall  prepare  and  cause  to  be 
published  in  the  Federal  Register  a  pro¬ 
posed  order  which  shall  incorporate  find¬ 
ings  of  fact,  recommend  decisions  on  the 
objections  which  were  the  subject  of  the 
hearing  and  tentative  regulations.  The 
proposed  order  shall  specify  a  reasonable 
time,  ordinarily  not  to  exceed  30  days, 
within  which  any  interested  person  may 
file  exceptions.  The  exceptions  shall 
point  out  with  particularity  the  alleged 
errors  in  said  proposed  order  and  shall 
contain  a  specific  reference  to  the  pages 
of  the  transcript  of  the  testimony  or  to 
the  exhibits  on  which  each  exception 
is  based.  Such  exceptions  may  be  ac¬ 
companied  by  a  memorandum  brief. 

§  120.28  Final  order.  As  soon  as 
practicable  after  the  time  for  filing  ex¬ 
ceptions  has  passed,  the  record  and  the 
exceptions  shall  be  presented  to  the  Sec¬ 
retary  and  he  shall  cause  to  be  published 
in  the  Fedearl  Register  his  final  order 
promulgating  the  regulation. 

ADOPTION  OF  TOLERANCE  ON  INITIATIVE  OF 

SECRETARY  OR  ON  REQUEST  OF  INTER¬ 
ESTED  persons;  judicial  review;  TEM¬ 
PORARY  tolerances;  amendment  and 

REPEAL  OF  TOLERANCES;  FEES 

§  120.29  Adoption  of  tolerance  on  ini¬ 
tiative  of  Secretary  or  on  request  of  an 
interested  person,  (a)  Upon  the  re¬ 
quest  of  an  interested  person  (other  than 
a  person  who  has  registered  or  who  has 
submitted  an  application  for  the  regis¬ 
tration  of  an  economic  poison  under  the 
Federal  Insecticide,  Fungicide,  and  Ro- 
denticide  Act  (7  U.  S.  C.  135) )  furnishing 
reasonable  grounds  therefor,  and  upon 


advance  deposit  to  cover  fees  as  pr®. 
scribed  in  §  120.33,  the  Commissioner 
may  propose  the  issuance  of  a  regulation 
establishing  a  tolerance  for  a  pesticide 
chemical  or  exempting  it  from  the  neces¬ 
sity  of  a  tolerance.  Reasonable  grounds 
shall  include  an  explanation  showing 
wherein  the  person  has  a  substantial  in¬ 
terest  in  such  a  tolerance  or  exemption 
from  tolerance;  information,  if  avail¬ 
able,  as  to  why  registrant  of  the  pesticide 
chemical  under  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act  has  not 
petitioned  for  a  tolerance  or  exemption 
from  a  tolerance ;  and  adequate  data  on 
subjects  outlined  in  clauses  -(A),  (B), 
(C),  (D),  (E),  and  (F)  of  section  408 
(d)  (1)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act.  If  the  Commissioner 
concludes  upon  studying  the  request  that 
it  does  not  warrant  a  proposal  f6r  the 
issuance  of  a  regulation,  he  shall  so  in¬ 
form  the  person  making  the  request  and 
state  the  reasons  for  his  decision. 

(b)  The  notice  of  the  proposal  shall 
show  whether  it  is  made  on  the  initiative 
of  the  Commissioner  or  at  the  request  erf 
an  interested  person,  naming  such  per¬ 
son. 

(c)  If  within  30  days  after  publication 
of  the  proposal  a  person  who  has  regis¬ 
tered,  or  who  has  submitted  an  applica¬ 
tion  for  registration  of  an  economic 
poison  under  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act  contain¬ 
ing  the  pesticide  chemical  named  in  the 
proposal,  requests  in  writing  that  the 
proposal  be  referred  to  an  advisory  com¬ 
mittee  and  makes  advance  deposit  as 
provided  by  §  120.33  (i)  (3) ,  the  Commis¬ 
sioner  shall  appoint  a  committee  as  pro¬ 
vided  in  §  120.11  and  refer  the  proposal 
and  relevant  data  to  such  committee. 
The  Department  and  the  committee  shall 
proceed  as  prescribed  in  section  408  and 
this  part. 

( d )  If  further  advance  deposits  are  not 
made  upon  request  of  the  Commissioner, 
as  provided  in  §  120.33  (i)  (3),  the  re¬ 
quest  for  referral  of  the  petition  to  an 
advisory  committee  shall  be  considered 
withdrawn,  and  a  tolerance  shall  be 
established  within  90  days  from  the 'date 
on  which  the  Commissioner  requested 
the  further  advance  deposit. 

§  120.30  Judicial  review,  (a)  The 
Secretary  of  Health,  Education,  and 
Welfare  hereby  designates  the  Assistant 
General  Counsel  for  Food  and  Drugs  of 
the  Department  of  Health,  Education, 
and  Welfare  as  the  officer  upon  whom 
copy  of  petition  for  judicial  review  shall 
be  served.  Such  officer  shall  be  respon¬ 
sible  for  filing  in  the  court  a  transcript 
of  proceedings  and  the  record  on  which 
the  order  of  the  Secretary  of  Health, 
Education,  and  Welfare  is  based.  The 
transcript  and  record  shall  be  certified 
by  the  Secretary. 

(b)  Before  forwarding  the  transcript 
and  record  to  the  court  the  Department 
shall  advise  the  petitioner  of  costs  of 
preparing  it  and  as  soon  as  payment  to 
cover  fees  is  made  shall  forward  the 
transcript  of  proceeding  and  record  to 
the  court. 

§  120.31  Temporary  tolerances,  (a) 
A  temporary  tolerance  (or  exemption 
from  a  tolerance)  established  under  au¬ 
thority  of  section  408  (j)  of  the  act  shall 
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be  deemed  to  be  a  tolerance  (or  exemp¬ 
tion  from  the  requirement  of  a  toler¬ 
ance)  for  the  purposes  of  section  408  (a) 

(1)  or  (2)  of  the  act. 

(b)  (1)  A  request  for  a  temporary  tol¬ 
erance  or  a  temporary  exemption  from 
a  tolerance  by  a  person  who  has  obtained 
an  experimental  permit  for  a  pesticide 
chemical  under  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act  shall  be 
accompanied  by  a  copy  of  such  experi¬ 
mental  permit,  such  data  as  are  avail¬ 
able  on  subjects  outlined  in  clauses  (A) , 
(B),  (C),  (D),  (E),  (F)  and  (G)  of  sec¬ 
tion  408  (d)  (1) ,  and  an  advance  deposit 
to  cover  fees  as  provided  in  §  120.33  (d) . 

(2)  Before  an  experimental  permit 
has  been  obtained,  the  Pesticide  Branch 
upon  request  of  the  Department  of  Ag¬ 
riculture  or  a  person  who  proposes  to 
apply  for  an  experimental  permit  will 
consider  available  data  and  discuss  its 
adequacy  for  the  purpose  of  justifying 
a  tolerance  or  exemption  from  a 
tolerance. 

(c)  A  notice  of  the  issuance  of  a  tem¬ 
porary  tolerance  outlining  any  restric¬ 
tions  as  to  use  of  the  chemical  imposed 
under  the  experimental  permit  under  the 
Federal  Insecticide,  Fungicide,  and  Ro¬ 
denticide  Act  may  be  published  in  the 
Federal  Register  if  the  Commissioner 
deems  such  publication  desirable. 

(d)  A  temporary  tolerance  or  exemp¬ 
tion  from  a  tolerance  may  be  issued  for 
a  period  designed  to  allow  the  orderly 
marketing  of  the  raw  agricultural  com¬ 
modities  produced  while  testing  a  pesti¬ 
cide  chemical  under  an  experimental 
permit  issued  under  authority  of  the 
Federal  Insecticide,  Fungicide,  and  Ro¬ 
denticide  Act  when  the  Commissioner 
concludes  that  the  public  health  can  be 
adequately  protected  during  such  mar¬ 
keting.  A  temporary  tolerance  or  ex¬ 
emption  from  a  tolerance  may  be  re¬ 
voked  if  the  experimental  permit  is 
revoked,  or  may  be  revoked  at  any  time 
if  it  develops  that  the  application  for  a 
temporary  tolerance  contains  a  mis¬ 
statement  of  a  material  fact  or  that 
new  scientific  data  or  experience  with 
the  pesticide  chemical  indicates  that  it 
may  be  hazardous  to  the  public  health. 

9  120.32  Procedure  for  amending  and 
repealing  tolerances  or  exemptions  from 
tolerances,  (a)  The  Commissioner  on 
his  own  initiative  or  on  request  from  an 
interested  person  furnishing  reasonable 
grounds  therefor,  may  propose  the  issu¬ 
ance  of  a  regulation  amending  or  repeal¬ 
ing  a  tolerance  for  a  pesticide  chemical 
on  raw  agricultural  commodities  or 
'  granting  or  repealing  an  exemption  from 
tolerance  for  such  chemical.  Requests 
for  such  amendment  or  repeal  shall  be 
made  in  writing  and  accompanied  by  an 
advance  deposit  to  cover  fees  as  pro¬ 
vided  in  §  120.33  (d). 

(b)  Reasonable  grounds  shall  include 
an  explanation  showing  wherein  the 
person  has  a  substantial  interest  in  such 
tolerance  or  exemption  from  tolerance 
and  an  assertion  of  facts  (supported  by 
data  if  available)  showing  that  new  uses 
for  the  pesticide  chemical  have  been  de¬ 
veloped  or  old  uses  abandoned,  that  new 
data  are  available  as  to  toxicity  of  the 
chemical,  or  that  experience  with  the 
application  of  the  tolerance  or  exemp- 
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tion  from  tolerance  may  justify  its 
amendment  or  repeal.  Evidence  that  a 
person  has  registered  or  has  submitted 
an  application  for  the  registration  of  an 
economic  poison  under  the  Federal  In¬ 
secticide,  Fungicide,  and  Rodenticide 
Act  will  be  regarded  as  evidence  that  he 
has  a  substantial  interest  in  a  tolerance 
or  exemption  from  the  requirement  of 
a  tolerance  for  a  pesticide  chemical  that 
consists  in  whole  or  in  part  of  the  eco¬ 
nomic  poison.  New  data  should  be  fur¬ 
nished  in  the  form  specified  in  §  120.7 
(b)  for  submitting  petitions. 

(c)  The  notice  announcing  the  pro¬ 
posal  to  amend  or  repeal  a  regulation 
shall  show  whether  the  proposal  was 
made  on  the  initiative  of  the  Commis¬ 
sioner  or  at  the  request  of  an  interested 
person,  naming  such  person.  From  this 
point  the  proceedings  shall  be  the  same 
as  prescribed  by  section  408  (e),  begin¬ 
ning  with  the  second  sentence  of  that 
paragraph,  and  the  regulations  appli¬ 
cable  to  section  408  (d) ,  (e) ,  (f ) ,  and  (g) . 

§  120.33  Fees,  (a)  Except  as  noted 
in  paragraphs  (b)  and  (c)  of  this  sec¬ 
tion,  each  petition  or  request  for  the 
establishment  of  a  tolerance  shall  be 
accompanied  by  a  deposit  of  $2,500,  plus 
$250  for  each  raw  agricultural  com¬ 
modity  more  than  nine  on  which  the 
establishment  of  a  tolerance  is  requested. 

(b)  Except  as  noted  in  paragraph  (c) 
of  this  section,  a  petition  requesting  two 
or  more  numerical  tolerance  levels  shall 
be  accompanied  by  a  deposit  of  $3,750, 
plus  $250  for  each  raw  agricultural  com¬ 
modity  more  than  14  on  which  the 
establishment  of  a  tolerance  is  requested. 

(c)  Each  petition  or  request  for  the 
establishment  of  a  tolerance  at  a  lower 
numerical  level  or  levels  than  a  toler¬ 
ance  already  established  for  the  same 
pesticide  chemical,  or  for  the  establish¬ 
ment  of  a  tolerance  on  additional  raw 
agricultural  commodities  at  the  same 
numerical  level  as  a  tolerance  already 
established  for  the  same  pesticide  chem¬ 
ical,  shall  be  accompanied  by  a  deposit 
of  $250,  plus  $250  for  each  raw  agricul¬ 
tural  commodity  on  which  a  tolerance  is 
requested. 

(d)  Each  petition  or  request  for  an 
exemption  or  a  temporary  exemption 
from  the  requirement  of  a  tolerance,  a 
temporary  tolerance,  or  the  amendment 
or  repeal  of  a  tolerance  or  exemption 
shall  be  accompanied  by  a  deposit  of 
$2,500,  unless  it  meets  the  requirements 
of  subparagraph  (1)  or  (2)  of  this  para¬ 
graph. 

(1)  Such  deposit  is  not  required  when, 
in  connection  with  the  change  sought 
under  this  paragraph,  a  petition  or  re¬ 
quest  is  filed  for  the  establishment  of  new 
tolerances  to  take  the  place  of  those 
sought  to  be  amended  or  repealed  and  a 
deposit  is  made  as  required  by  paragraph 
(a)  or  (b)  of  this  section. 

(2)  A  request  for  a  temporary  toler¬ 
ance  for  a  pesticide  chemical  which  has 
a  tolerance  for  other  uses  at  the  same 
numerical  level  shall  be  accompanied  by 
a  deposit  of  $250  for  clerical  handling 
and  initial  administrative  review,  plus 
$250  for  each  raw  agricultural  commod¬ 
ity  on  which  the  temporary  tolerance  is 
sought. 
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(e)  If  a  petition  or  a  request  proposing 
the  issuance  of  a  regulation  is  not  ac¬ 
cepted  for  filing  or  processing  because 
it  is  technically  incomplete,  the  deposit, 
less  a  $250  fee  for  clerical  handling  and 
Initial  administrative  review,  shall  be  re¬ 
turned  unless  the  petitioner  indicates 
that  he  wishes  to  submit  a  supplement, 
in  which  case  the  deposit  will  be  held  by 
the  Commissioner,  and  the  supplement 
shall  be  accompanied  by  a  nonreturn- 
able  fee  of  $250. 

(f )  When  a  petition  is  withdrawn  after 
filing  and  resubmitted  within  6  months, 
it  shall  be  accompanied  by  a  deposit  of 
$750,  or  by  a  deposit  equal  to  the  one 
originally  submitted,  whichever  is 
smaller.  If  resubmitted  after  6  months, 
it  shall  be  accompanied  by  the  deposit 
that  would  be  required  if  it  were  being 
submitted  for  the  first  time. 

(g)  After  a  petition  has  been  filed, 
any  additional  information  or  data  sub¬ 
mitted  in  support  of  it  (i.  e.,  any  sub¬ 
stantive  amendment)  shall  be  accom¬ 
panied  by  a  deposit  of  $750  or  by  a 
deposit  equal  to  the  one  originally  sub¬ 
mitted,  whichever  is  smaller. 

(h)  Objections  under  section  408  (d) 
(5)  of  the  act  shall  be  accompanied  by 
a  filing  fee  of  $250.00. 

(i)  (1)  In  the  event  of  a  referral  of 
a  petition  or  proposal  under  this  section 
to  an  advisory  committee,  the  costs  shall 
be  borne  by  the  person  who  requests  the 
referral  of  the  data  to  the  advisory 
committee. 

(2)  Cost  of  the  advisory  committee, 
including  expenses  of  the  secretariat, 
will  not  exceed  $75.00  per  member  per 
day  plus  cost  of  duplicating  documents 
referred  to  the  committee,  plus  neces¬ 
sary  traveling  and  subsistence  expenses 
of  the  members  while  they  are  serving 
away  from  their  places  of  residence. 

(3)  An  advance  deposit  shall  be  made 
in  the  amount  of  $2,500  to  cover  the 
costs.  Further  advance  deposits  of 
$2,500  each  shall  be  made  upon  request 
of  the  Commissioner  when  necessary  to 
prevent  arrears  in  the  payment  of  such 
costs.  Any  deposits  in  excess  of  actual 
expenses  will  be  refunded  to  the  deposi¬ 
tor. 

(j)  The  person  who  files  a  petition  for 
judicial  review  of  an  order  under  section 
408  (d)  (5)  or  (e)  of  the  act  shall  pay 
the  costs  of  preparing  a  transcript  of  the 
proceedings  and  the  record  on  which  the 
order  is  based. 

(k)  All  deposits  and  fees  required  by 
the  regulations  in  this  part  shall  be  paid 
by  money  order,  bank  draft,  or  certified 
check  drawn  to  the  order  of  the  Pood 
and  Drug  Administration,  collectible  at 
par  at  Washington,  D.  C.  All  deposits 
and  fees  shall  be  forwarded  to  the  Food 
and  Drug  Administration,  Department 
of  Health,  Education,  and  Welfare, 
Washington  25,  D.  C.,  whereupon  after 
making  appropriate  record  thereof  they 
will  be  transmitted  to  the  Treasurer  of 
the  United  States,  for  deposit  to  the  spe¬ 
cial  account  “Certification  and  Inspec¬ 
tion  Services,  Food  and  Drug  Adminis¬ 
tration.” 

(l)  The  Commissioner  may  waive  or 
refund  such  fees  in  whole  or  in  part  when 
in  his  judgment  such  action  will  promote 
the  public  interest. 
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(mV  Any  person  who  believes  that 
payment  of  these  fees  will  work  a  hard¬ 
ship  on  him  may  petition  the  Commis¬ 
sioner  to  waive  or  refund  the  fees. 

S  120.34  Tests  on  the  amount  of  rest - 
due  remaining,  (a)  Data  in  a  petition 
on  the  amount  of  residue  remaining  in 
or  on  a  raw  agricultural  commodity 
should  establish  the  residue  that  may 
remain  when  the  pesticide  chemcial  is 
applied  according  to  directions  registered 
under  the  Federal  Insecticide,  Fungicide, 
and  Rodenticide  Act,  or  according  to  di¬ 
rections  contained  in  an  application  for 
registration.  These  data  should  estab¬ 
lish  the  residues  that  may  remain  under 
conditions  most  likely  to  result  in  high 
residues  on  the  commodity. 

(b)  The  petition  should  establish  the 
reliability  of  the  residue  data  reported 
in  it.  Sufficient  information  should  be 
submitted  about  the  analytical  method 
to  permit  competent  analysts  to  apply  it 
successfully. 

(c)  If  the  pesticide  chemical  is  ab¬ 
sorbed  into  a  living  plant  or  animal  when 
applied  (is  systemic) .  residue  data  m  \y 
be  needed  on  each  plant  or  animal  on 
which  a  tolerance  or  exemption  is 
requested. 

(d)  If  the  pesticide  chemical  is  not 
absorbed  into  the  living  plant  or  animal 
when  applied  (is  not  systemic),  it  may 
be  possible  to  make  a  reliable  estimate 
of  the  residues  to  be  expected  on  each 
commodity  in  a  group  of  related  com¬ 
modities  on  the  basis  of  less  data  than 
would  be  required  for  each  commodity  in 
the  group,  considered  separately. 

(e)  Each  of  the  following  groups  of 
crops  lists  raw  agricultural  commodities 
that  are  considered  to  be  related  for  the 
purpose  of  paragraph  (d)  of  this  sec¬ 
tion.  Commodities  not  listed  in  this 
paragraph  are  not  considered  as  related 
for  the  purpose  of  paragraph  (d)  of  this 
section.  This  grouping  of  crops  does  not 
affect  the  certification  of  usefulness  by 
the  Secretary  of  Agriculture  as  contem¬ 
plated  by  sectfbn  408  (1)  of  the  act. 

(1)  Apples,  crabapples,  pears,  quinces. 

(2)  Avocados,  papayas. 

(3)  Blackberries,  boysenberries,  dew¬ 
berries,  loganberries,  raspberries. 

(4)  Blueberries,  currants,  gooseber¬ 
ries,  huckleberries. 

(5)  Cherries,  plums,  prunes. 

(6)  Oranges,  citrus  citron,  grapefruit, 
kumquats,  lemons,  limes,  tangelos, 
tangerines. 

(7)  Mangoes,  persimmons. 

(8)  Peaches,  apricots,  nectarines. 

(9)  Beans,  peas,  soybeans  (each  in  dry 
form). 

(10)  Beans,  peas,  soybeans  (each  in 
succulent  form). 

(11)  Broccoli,  brussels  sprouts,  cauli¬ 
flower,  kohlrabi. 

(12)  Cantaloups,  honeydew  melons, 
muskmelons,  pumpkins,  watermelons, 
winter  squash. 

(13)  Carrots,  garden  beets,  sugar 
beets,  horseradish,  parsnips,  radishes, 
rutabagas,  salsify  roots,  turnips. 

(14)  Celery,  fennel. 

(15)  Cucumbers,  summer  squash. 


(16)  Lettuce,  endive  (escarole),  Chi¬ 
nese  cabbage,  salsify  tops. 

(17)  Onions,  garlic,  leeks,  shallots 
(green,  or  in  dry  bulb  form) . 

(18)  Potatoes,  Jerusalem-artichokes, 
sweetpotatoes,  yams. 

(19)  Spinach,  beet  tops,  collards,  dan¬ 
delion,  kale,  mustard  greens,  parsley, 
Swiss  chard,  turnip  tops,  watercress. 

I  (20)  Tomatoes,  eggplants,  peppers, 
pimentos. 

(21)  Pecans,  almonds,  brazil  nuts, 
bush  nuts,  butternuts,  chestnuts,  filberts, 
hazelnuts,  hickory  nuts,  walnuts. 

(22)  Field  corn,  popcorn,  sweet  corn 
(each  in  grain  form) . 

(23)  Milo,  sorghum  (each  in  grain 
form). 

(24)  Wheat,  barley,  oats,  rice,  rye 
(each  in  grain  form) . 

(25)  Clovers,  alfalfa,  cowpea  hay,  les- 
pedeza,  lupines,  peanut  hay,  pea-vine 
hay,  soybean  hay,  vetch. 

(26)  Corn  forage,  sorghum  forage. 

(27)  Sugarcane,  cane  sorghum. 


(c)  (1)  Where  a  tolerance  is  estab¬ 
lished  by  this  section  for  parathion,  the 
methyl  homolog  of  parathion  may  re¬ 
place  all  or  part  of  the  parathion  per¬ 
mitted  by  such  tolerance. 

(2)  For  the  purposes  of  this  section, 
where  a  tolerance  of  5  parts  per  million 
for  benzene  hexachloride  is  set,  it  shall 
be  deemed  applicable  to  commercial 
benzene  hexachloride,  which  is  a  mix¬ 
ture  of  several  isomers.  If  the  gamma 
isomer,  known  as  lindane,  is  used  ex¬ 
clusively  of  other  isomers,  the  tolerance 
shall  be  10  parts  per  million. 

(3)  For  the  purposes  of  this  section, 
where  a  tolerance  is  established  for  more 
than  one  pesticide  containing  arsenic, 
found  on  a  fruit  or  vegetable,  the  total 
amount  of  such  pesticides  shall  not  yield 
more  than  3.5  parts  per  million  of  ASjO, 
on  the  fruit  or  vegetable  to  which  added. 


TOLERANCES  FOR  RESIDUES 

§  120.101  Specific  tolerances  for  pes- 
ticide  residues  in  or  on  fresh  fruits  and 
vegetables,  (a)  The  tolerances  estab- 
lished  for  poisonous  or  deleterious  sub¬ 
stances  in  this  section  apply  only  to  resi" 
dues  resulting  from  their  application 
prior  to  harvest.  A  tolerance  in  terms  of 
parts  by  weight  for  the  poisonous  or 
deleterious  substance,  or  poisonous  or 
deleterious  residue  resulting  from  its  ad¬ 
dition,  to  1  million  parts  by  weight  of  the 
fruit  or  vegetable  is  set  forth  after  the 
name  of  each  of  the  substances. 

(b)  The  poisonous  and  -  deleterious 
substances  for  which  tolerances  are 
established  by  this  section  are  named  by 
their  common  names  wherever  prac¬ 
ticable,  otherwise  by  their  chemical 
names  or  by  names  assigned  to  them 
by  the  United  States  Department  of  Ag- 
riculture.  For  the  purposes  of  this  sec- 
tion,  the  substances  for  which  common, 
group,  or  Department  of  Agriculture 
names  are  used  are  as  follows:  ,  , 


(d)  Residues  of  the  following  poison- 
ous  or  deleterious  substances  should  not 
remain  on  fruits  or  vegetables  as  pre¬ 
pared  for  market: 

Calcium  cyanide. 

Dinitro-o-sec  butylphenol. 

Dinitro-o-sec  cresol. 

Hexaethyl  tetraphosphate. 

Tetraethyl  pyrophosphate. 

Hydrocyanic  acid. 

Mercury-containing  compounds. 

Selenium  and  selenium  compounds. 

(e)  Each  subparagraph  of  this  para¬ 
graph  lists,  under  the  names  of  the  fresh 
fruits  and  vegetables  specified,  the  sub¬ 
stances  found  to  be  required  in  their 
production  and  the  tolerances  for  the 
residues  of  these  substances  remaining 
in  or  on  such  fresh  fruits  or  vegetables. 
The  abbreviation  “p.  p.  m.”  means  parts 
per  million. 


FRUITS 

(1)  Apples,  pears,  and  quinces. 

Pesticide 

Benzene  hexachloride _ _ _ _ 5  p.  p.  m. 

Chlordane _ _ _ _ _ _ _ 0.3  p.  p.  m. 

DDT _ i _ _  7p.  p.m. 

2,4-Dichlorophenoxy  acetic  acid _ _ 5p.p.  m. 

Dicyclohexylamine  salt  of  dinitro-o-cyclo-  lp.  p.m. 
hexylphenol. 


Tolerance 


Name  Refers  to — 

Aldrin - .  A  product  consisting  of  95  percent  of  the  compound  1,2,3,4,10,10. 

hexachloro  -  l,4,4a,5,8,8a-hexahydro-l,4,5,8  -  dimethanonaphthaiene 
and  5  percent  chlorinated  hydrocarbons. 

Chlordane _ ........  l,2,4,5,6,7,8,8-octachloro-2,3,3a,4,7,7a-hexahydro-4,7-methanolndene. 

DDT - ....  A  product  consisting  of  a  complex  mixture  of  l,l,l-trichloro-2,2-bla 

(parachlorophenyl)  ethane  and  l,l,l.-trlchloro-2-(orthochlorophe- 
nyl)-2-(parachlorophenyl)  ethane.  N 

Dleldrln - ....  l,2,3,4,10,10-hexachloro-6,7-epoxy  1,4, 4a, 5, 6,7,8, 8a-octahydro-l, 4,5,8- 

dimethanonaphthaiene. 

EPN — ..... - .....  O-ethyl  O-paranitrophenyl  benzene  thiophosphonate. 

Ferbam _ _  Ferric  dimethyl  dlthiocarbamate. 

Fluorine  compounds _ Cryolite,  synthetic  cryolite  (sodium  aluminum  fluoride). 

Heptachlor _ _ _ l,4,5,6,7,8,8-heptachloro-3a,4,7,7a-tetrahydro-4,7-methanoindene. 

Lindane _ .... _ _  The  gamma  Isomer  of  benzene  hexachloride. 

Methoxychlor _ _  2,2-bis(paramethoxyphenyl)  -1,1,1-trichloroethane. 

Nicotine  compounds..  Nicotine  sulfate  and  other  salts  of  nicotine;  nicotine  as  the  aikaioM 

Parathion _ O.O-diethyl-O-paranltrophenyl  thlophosphate. 

TDE _ _ _ .....  1 , 1  -dichlor o -2 ,2 -bis ( parachlorophenyl )  ethane. 

TEPP _ _ _ Tetraethyl  pyrophosphate. 

Toxaphene  ..... _ _  Chlorinated  camphene. 

Zineb  _ _ _ _ ...  Zinc  ethylenebisdithiocarbamate. 

Zlram - - - - — ..  Zinc  dimethyldithiocarbaqiate. 
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-ulent  forms),  spinach,  strawberries, 
cummer  squash,  sweet  corn  (kernels  plus 
cobwith  husk  removed),  Swiss  chard, 
Angelos  tangerines,  tomatoes,  turnips 
•(roots)/  turnips  (tops),  watercress, 
watermelon,  winter  squash. 

s  120.104  Tolerances  for  residues  of 
heptachlor.  The  tolerance  of  0.1  part  per 
million  for  residues  of  heptachlor  (see 
s  120.101  (e)  (61) )  is  extended  to  include 
the  following  raw  agricultural  commodi¬ 
ties:  Alfalfa,  apples,  barley,  beets  (in¬ 
cluding  sugar  beets),  black-eyed  peas, 
brussels  sprouts,  cabbage,  carrots,  cauli¬ 
flower,  cherries;  clover,  sweet  clover; 
oom,  cotton,  cowpeas,  grain  sorghum 
(milo),  grapes,  kholrabi,  oats,  onions, 
pasture  and  range  grass,  peaches,  pea¬ 
nuts,  peas,  pineapple,  radishes,  rye, 
sugarcane,  sweetpotatoes,  tomatoes,  tur¬ 
nips  with  tops  and  rutabagas  (yellow 
turnips)  without  tops,  wheat. 

§  120.105  Tolerances  for  residues  of 
Systox  ( O.O-diethyl  ( 2-ethylmercapto - 
ethyl )  thiophosphate,  a  mixture  of 
thiono  and  thiol  isomers ).  Tolerances 
for  residues  of  Systox  (O.O-diethyl- 
(2-ethylmercaptoethyl)  thiophosphate, 
a  mixture  of  thiono  and  thiol  isomers) 
and  derived  anticholinesterase  products 
as  determined  by  in  vitro  cholinesterase 
inhibition  of  pooled  human  plasma,  us¬ 
ing  technical  Systox  as  a  standard  (this 
standard  effects  50-percent  inhibition  of 
pooled  human  plasma  cholinesterase  at 
a  concentration  of  0.3  ±0.025  part  per 
million  in  water  as  a  medium)  are  es¬ 
tablished  as  follows: 

(a)  12  parts  per  million  in  or  on  alfal¬ 
fa  hay,  clover  hay. 

(b)  5  parts  per  million  in  or  on  almohd 
hulls,  fresh  alfalfa,  fresh  clover. 

(c)  1.25  parts  per  million  in  or  on 
grapes,  hops. 

(d)  0.75  part  per  million  in  or  on  al¬ 
monds,  apples,  broccoli,  brussels  sprouts, 
cabbage,  cauliflower,  grapefruit,  lemons, 
lettuce,  muskmelons,  oranges,  pears, 
pecans,  potatoes,  strawberries,  walnuts. 
'  (e)  0.3  part  per  million  in  or  on  beans. 

5  120.106  Tolerances  for  residues  of 
diuron.  Tolerances  for  residues  of 
diuron  (3-(3,4-dichlorophenyl)  -1,1-di- 
methylurea)  in  or  on  raw  agricultural 
commodities  are  established  as  follows: 

(a)  1  part  per  million  in  or  on  cotton¬ 
seed,  grapes,  pineapple,  potatoes,  and 
sugarcane. 

(b)  2  parts  per  million  in  or  on  alfalfa, 
bird’s-foot  trefoil  (hay,  forage),  and 
grass  crops  (grass  hay) . 

§  120.107  Tolerances  for  residues  of 
Aramite.  (a)  A  tolerance  of  1  part  per 
million  is  established  for  residues  of 
Aramite  (2-  (p-tert-butylphenoxy )  -iso- 
propyl-2-chloroethyl  sulfite)  in  or  on  the 
raw  agricultural  commodities:  Apples, 
blueberries,  cantaloups,  celery,  cucum¬ 
bers,  grapefruit,  grapes,  green  beans, 
lemons,  muskmelonS,  oranges,  peaches. 
Pears,  plums,  raspberries,  strawberries, 
sweet  com  (kernels)  but  not  forage 
thereof,  tomatoes,  watermelons. 

(b)  A  tolerance  of  zero  is  established 
for  residues  of  Aramite  in  or  on  the  raw 
agricultural  commodities  alfalfa  and 
soybeans  (whole  plant). 
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§  120.108  Tolerances  for  residues  of 
monuron  (3-(p-chlorophenyl)  -1,1-di- 
methylurea ) .  Tolerances  for  residues  of 
monuron  (3-(p-chlorophenyl)-l,l-di- 
methylurea)  are  established  in  or  on  raw 
agricultural  commodities  as  follows: 

(a)  7  parts  per  million  in  or  on  as¬ 
paragus. 

(b)  1  part  per  million  in  or  on  avo¬ 
cados,  citrus  citron.  Cottonseed,  grape-  i 
fruit,  grapes,  kumquats,  lemons,  limes, 
onions  (dry  bulbs  only),  oranges,  pine¬ 
apple,  spinach,  sugarcane,  tangelos, 
tangerines. 

§  120.109  Tolerances  for  residues  of 
Chlorobenzilate  ( ethyl  4,4'-dichloro- 
benzilate ).  A  tolerance  of  5  parts  per 
million  is  established  for  residues  of 
Chlorobenzilate  (ethyl  4,4'-dichloro- 
benzilate)  in  or  on  each  of  the  following 
raw  agricultural  commodities:  Apples, 
cantaloups,  lemons,  oranges,  and  pears. 

§  120.110  Tolerances  for  residues  of 
maneb.  Tolerances  for  residues  of 
maneb  (manganous  ethylenebisdithio- 
carbamate) ,  calculated  as  zinc  ethylene- 
bisdithiocarbamate,  are  established  in  or 
on  raw  agricultural  commodities,  as 
follows: 

(a)  10  parts  per  million  in  or  on  apri¬ 
cots,  beans  (succulent  form),  cabbage, 
celery,  Chinese  cabbage,  collards,  endive 
(escarole) ,  kale,  lettuce,  mustard  greens, 
nectarines,  peaches,  spinach,  turnip  tops. 

(b)  7  parts  per  million  in  or  on  apples, 
beans  (dry  form),  carrots  (roots),  car¬ 
rots  (tops),  cranberries,  cucumbers, 
eggplants,  figs,  grapes,  melons,  onions, 
peppers,  summer  squash,  sweet  corn 
(kernels  plus  cob  with  husk  removed), 
tomatoes,  turnip  roots,  winter  squash. 

(c)  0.1  part  per  million  in  or  on  al¬ 
monds,  potatoes. 

§  120.111  Tolerances  for  residues  of 
malathion.  Tolerances  are  established 
for  residues  of  malathion  (O.O-dimethyl 
dithiophosphate  of  diethyl  mercaptosuc- 
cinate)  in  or  on  raw  agricultural  com¬ 
modities  as  follows: 

(9,)  (1)  From  preharvest  application: 
8  parts  per  million  in  or  on  alfalfa,  ap¬ 
ples,  apricots,  asparagus,  avocados,  bar¬ 
ley,  beans,  beets  (including  tops), 
blackberries,  blueberries,  boysenberries, 
broccoli,  brussels  sprouts,  cabbage,  car¬ 
rots,  cauliflower,  celery,  cherries,  clover, 
collards,  corn  forage,  cranberries,  cu¬ 
cumbers,  currants,  dandelions,  dates, 
dewberries,  eggplants,  endive  (escarole), 
garlic,  gooseberries,  grapefruit,  grapes, 
guavas,  horseradish,  kale,  kohlrabi, 
kumquats,  leeks,  lemons,  lettuce,  limes, 
loganberries,  mangoes,  melons,  mush¬ 
rooms,  mustard  greens,  nectarines,  oats, 
onions  (including  green  onions) ,  oranges, 
parsley,  parsnips,  passion  fruit,  peaches, 
pears,  peas,  pecans,  peppermint,  pep¬ 
pers,  pineapples,  plums,  potatoes,  prunes, 
pumpkins,  quinces,  radishes,  raspberries, 
rice,  rutabagas,  rye,  salsify  (including 
tops),  shallots,  spearmint,  spinach, 
squash  (both  summer  and  winter 
squash) ,  strawberries,  Swiss  chard,  tan¬ 
gelos,  tangerines,  tomatoes,  turnips  (in¬ 
cluding  tops) ,  walnuts,  watercress, 
wheat. 

(2)  From  postharvest  application:  8 
parts  per  million  in  or  on  peanuts  and 
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the  following  grains:  Barley,  corn,  oats, 
rice,  rye,  sorghum,  wheat. 

(b)  From  preslaughter  application: 

4  parts  per  million  in  or  on  meat  and 
meat  byproducts  from  cattle,  hogs,  poul¬ 
try.  The  tolerance  level  shall  not  be 
exceeded  in  any  cut  of  meat  or  in  any 
meat  byproduct  from  cattle,  hogs,  or 
poultry. 

(c)  From  preharvest  application:  1 2 
parts  per  million  in  or  on  corn  (kernels 
plus  cob  with  husk  removed) ,  cottonseed. 

(d)  Zero  in  eggs,  milk. 

§  120.112  Tolerances  for  residues  of 
Sulphenone  (p-chlorophenyl  phenyl  sul~ 
tone).  A  tolerance  of  8  parts  per  million 
for  residues  of  Sulphenone  (p-chloro- 
phenyl  phenyl  sulfone)  is  established  in 
or  on  each  of  the  following  raw  agricul¬ 
tural  commodities;  Apples,  peaches, 
pears. 

§  120.113  Tolerances  and  exemptions 
from  the  requirement  of  a  tolerance  for 
residues  of  allethrin  (ally l  homolog  of 
cinerin  I).  (a)  Allethrin  is  exempted 

from  the  requirement  of  a  tolerance  for 
residues  when  used  before  harvest  in' the 
production  of  beans,  broccoli,  brussels 
sprouts,  cabbage,  cauliflower,  collards, 
horseradish,  kale,  kohlrabi,  lettuce, 
mushrooms,  mustard  greens,  radishes, 
rutabagas,  turnips. 

(b)  Tolerances  of  4  parts  per  million 
for  residues  of  allethrin  from  posthar¬ 
vest  use  of  such  pesticide  chemical  are 
established  in  or  on  the  following  raw 
agricultural  commodities:  Apples,  black¬ 
berries,  blueberries  (huckleberries) ,  boy¬ 
senberries,  cherries,  crabapples,  cur¬ 
rants,  dewberries,  figs,  gooseberries, 
grapes,  guavas,  loganberries,  mangoes, 
muskmelons,  oranges,  peaches,  pears, 
pineapples,  plums  (fresh  primes),  rasp¬ 
berries,  tomatoes.  / 

(c)  Tolerances  of  2  parts  per  million 
for  residues  of  allethrin  from  postharvest 
use  of  such  pesticide  chemical  are  estab¬ 
lished  in  or  on  the  following  grains: 
Barley,  corn,  grain  sorghum,  milo,  oats, 
rye,  wheat. 

§  120.114  Tolerance  for  residues  of 
ferbarri.  A  tolerance  of  0.1  part  per 
million  is  established  for  residues  of  fer- 
bam  (ferric  dimethyldithiocarbamate) , 
calculated  as  zinc  ethylenebisdithiocar- 
bamate,  in  or  on  almonds. 

§  120.115  Tolerances  for  residues  of 
zineb.  Tolerances  for  residues  of  zineb 
(zinc  ethylenebisdithiocarbamate)  are 
established  as  follows: 

(a)  60  parts  per  million  in  or  on  hops. 

(b)  25  parts  per  million  in  or  on  beet 
tops,  Chinese  cabbage,  collards,  endive, 
kale,  lettuce,  mustard  greens,  romaine, 
spinach,  Swiss  chard. 

(c)  7  parts  per  million  in  or  on  beets 
(garden),  roots  only;  mushrooms.  * 

(d)  1  part  per  million  in  or  on  wheat. 

§  120.116  Tolerances  for  residues  of 
ziram.  (a)  A  tolerance  of  7  parts  per 
million  is  established  for  residues  of 
ziram  (zinc  dimethyldithiocarbamate), 
calculated  as  zinc  ethylenebisdithiocar¬ 
bamate,  in  or  on  strawberries.  . 

(b)  A  tolerance  of  0.1  part  per  million 
is  established  for  residues  of  ziram  (zinc 
dimethyldithiocarbamate) ,  calculated  as 
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zinc  ethylenebisdithiocarbamate,  in  or 
on  almonds  and  pecans. 

§  120.117  Tolerance  lor  residues  of 
chlor tetracycline.  A  tolerance  of  7 
parts  per  million  is  established  for  resi¬ 
dues  of  chlortetracycline  in  or  on  un¬ 
cooked  poultry.  This  tolerance  level 
shall  not  be  exceeded  in  any  part  of  the 
poultry. 

§  120.118  Tolerances  for  residues  of 
dichlone.  A  tolerance  of  3  parts  per 
million  is  established  for  residues  of 
dichlone  (2, 3, -dichloro-1, 4, -naphtho¬ 
quinone)  in  or  on  each  of  the  following 
raw  agricultural  commodities:  Apples, 
celery,  peaches,  tomatoes. 

§120.119  Tolerances  for  residues  of 
EPN  (.O-ethyl-O-p-nitrophenyl  benzene 
thiophosphonate) .  Tolerances  for  resi¬ 
dues  of  EPN  (O-ethyl-O-p-nitrophenyl 
benzene  thiophosphonate)  are  estab¬ 
lished  as  follows: 

(1)  3  parts  per  million  in  or  on  grapes, 
olives,  sugar  beets  (but  not  sugar  beet 
tops) ,  tomatoes. 

(2)  0!5  part  per  million  in  or  on  al¬ 
monds,  cottonseed,  pecans,  walnuts. 

§  120.120  Tolerances  for  residues  of 
methoxychlor.  Tolerances  for  residues 
of  methoxychlor  (2,2-bis-(p-methoxy- 
phenyl)-l,l,l-trichloroethane)  are  es¬ 
tablished  as  follows: 

(a)  100  parts  per  million  in  or  on 
alfalfa,  clover,  cowpeas,  grass  for  forage, 
peanut  forage,  soybean  forage. 

(b)  14  parts  per  million  in  or  on  car¬ 
rots  (with  or  without  tops)  or  carrot 
tops,  currants,  gooseberries,  peanuts. 

(c)  3  parts  per  million  in  the  fat  of 
meat  from  cattle,  sheep,  or  hogs. 

(d)  2  parts  per  million  in  or  on  the 
following  grains:  Barley,  corn,  oats,  rice, 
rye,  sorghum  grain,  wheat. 

(e)  Zero  part  per  million  in  milk. 

§  120.121  Tolerances  for  residues  of 
parathion.  A  tolerance  of  1  part  per 
million  is  established  for  residues  of 
parathion  (0,0-diethyl  O-p-nitrophenyl 
thiophosphate)  in  or  on  the  following 
raw  agricultural  commodities:  Alfalfa, 
barley,  clover,  corn  forage,  grass  for 
forage,  hops,  oats,  olives,  pea  forage, 
vetch,  wheat. 

§  120.122  Tolerance  for  residues  of 
chlordane.  A  tolerance  of  0.3  part  per 
million  is  established  for  residues  of 
chlordane  ( 1 ,2 ,4 ,5 ,6,7 ,8 ,8-octachloro-2 ,3 ,- 
3a, 4,7,7a  -  hexahydro  -  4,7  -  methanoin- 
dene)  in  or  on  sweetpotatoes. 

§  120.123  Tolerances  for  residues  of 
inorganic  bromides  resulting  from  fumi¬ 
gation  v>ith  methyl  bromide.  Tolerances 
for  residues  of  inorganic  bromides  (cal¬ 
culated  as  Br)  in  or  on  raw  agricultural 
commodities  that  have  been  fumigated 
with  methyl  bromide  are  established  as 
follows: 

(a)  200  parts  per  million  in  or  on  al¬ 
monds,  brazil  nuts,  bush  nuts,  butter¬ 
nuts,  cashew  nut£,  chestnuts,  cottonseed, 
filberts  (hazelnuts),  hickory  nuts,  pea¬ 
nuts,  pecans,  pistachio  nuts,  walnuts. 

(b)  100  parts  per  million  in  or  on 
copra. 

(c)  75  parts  per  million  in  or  on  po¬ 
tatoes,  sweetpotatoes. 

(d)  50  parts  per  million  in  or  on  al¬ 
falfa  hay,  barley,  beans,  beans  (green). 


beans  (lima),  beans  (snap),  black-eyed 
peas,  cipollini  bulbs,  cocoa  beans,  corn, 
garlic,  grain  sorghum  (milo),  oats,  peas 
(with  pods),  rice,  rye,  sweet  corn  (de¬ 
termined  on  kernels  plus  cob  with  husk 
removed),  wheat. 

(e)  30  parts  per  million  in  or  on  beets, 
garden  (roots),  carrots  (roots),  citrus 
citron,  cucumbers,  grapefruit,  horse¬ 
radish,  Jerusalem-artichokes,  kumquats, 
lemons,  limes,  okra,  oranges,  parsnips 
(roots),  peppers,  pimentos,  radishes, 
rutabagas,  salsify  roots,  strawberries, 
sugar  beets  (roots),  summer  squash, 
tangelos,  tangerines,  turnips  (roots), 
yams. 

(f)  20  parts  per  million  in  or  on  apri¬ 
cots,  cantaloups,  cherries,  eggplants, 
grapes,  honeydew  melons,  mangoes, 
muskmelons,  nectarines,  onibns,  papayas, 
peaches,  pineapples,  plums  (fresh 
prunes),  pumpkins,  tomatoes,  water¬ 
melons,  winter  squash,  zucchini  squash. 

(g)  5  parts  per  million  in  or  on  apples, 
pears,  quinces. 

§  120.124  Tolerance  for  residues  of 
glyodin.  The  tolerance  for  residues  of 
glyodin  (2-heptadecyl  glyoxalidine  ace¬ 
tate)  in  or  on  peaches  is  5  parts  per 
million. 

§  120.125  Tolerances  for  residues  of 
calcium  cyanide.  A  tolerance  of  25  parts 
per  million  is  established  for  residues  of 
calcium  cyanide,  calculated  as  hydrogen 
cyanide,  in  or  on  each  of  the  following 
grains:  Barley,  buckwheat,  corn,  oat, 
rice,  rye,  sorghum,  wheat. 

§  120.126  Tolerances  for  residues  of 
inorganic  bromides  resulting  from  soil 
treatment  with  ethylene  dibromide. 
Tolerances  for  residues  of  inorganic 
bromides  (calculated  as  Br)  in  or  on 
raw  agricultural  commodities  grown  in 
soil  treated  with  ethylene  dibromide  are 
established  as  follows: 

(a)  75  parts  per  million  in  or  on  broc¬ 
coli,  carrots  (with  or  without  tops), 
melons,  parsnips, 

',(b)  50  parts  per  million  in  or  on  egg¬ 
plant,  okra,  summer  squash,  sweet  corn, 
sweet  corn  forage,  sweetpotatoes,  to¬ 
matoes. 

(c)  40  parts  per  million  in  or  on 
pineapple. 

(d)  30  parts  per  million  in  or  on 
cucumbers,  lettuce,  peppers. 

(e)  25  parts  per  million  in  or  on 
cottonseed. 

(f)  10  parts  per  million  in  or  on 
asparagus,  cauliflower. 

(g)  5  parts  per  million  in  or  on  lima 
beans,  strawberries. 

§  120.127  Tolerances  lor  residues  of 
piperonyl  butoxide.  Tolerances  for  resi¬ 
dues  of  piperonyl  butoxide  ((butyl  car- 
bityl)  (6-propyl  piperonyl)  ether)  from 
postharvest  use  of  such  pesticide  chemi¬ 
cal  are  established  in  or  on  raw  agricul¬ 
tural  commodities,  as  follows: 

(a)  20  parts  per  million  in  or  on  bar¬ 
ley,  buckwheat,  com  (including  pop¬ 
corn),  rice,  rye,  wheat. 

(b)  8  parts  per  million  in  or  on  al¬ 
monds,  apples,  beans,  blackberries,  blue¬ 
berries  (huckleberries) ,  boysenberries, 
cherries,  cocoa  beans,  copra,  cottonseed, 
crabapples,  currants,  dewberries,  figs, 
flaxseed,  gooseberries,  grain  sorghum, 
grapes,  guavas,  loganberries,  mangoes, 


muskmelons,  oats,  oranges,  peaches,  pea¬ 
nuts  (determined  on  the  nuts  with  shell 
removed) ,  pears,  peas,  pineapples,  plums 
(fresh  prunes),  raspberries,  tomatoes 
walnuts. 

§  120.128  Tolerances  for  residues  of 
pyrethrins.  Tolerances  for  residues  of 
pyrethrins  (insecticidally  active  princi¬ 
ples  of  Chrysanthemum  cinerariaefoli- 
um)  from  postharvest  use  of  such  pesti¬ 
cide  chemical  are  established  in  or  on 
raw  agricultural  commodities,  as  follows: 

(a)  3  parts  per  million  in  or  on  barley 

buckwheat,  com  (including  popcorn)’, 
rice,  rye,  wheat.  .  , .  v* 

(b) ~  1  part  per  million  in  or  on  al¬ 
monds,  apples,  beans,  blackberries,  blue¬ 
berries  (huckleberries) ,  boysenberries, 
cherries,  cocoa  beans,  copra,  cottonseed, 
crabapples,  currants,  dewberries,  figs, 
flaxseed,  gooseberries,  grain  sorghum* 
grapes,  guavas,  loganberries,  mangoes! 
muskmelons,  oats,  oranges,  peaches,  pea¬ 
nuts  (determined  on  the  nuts  with  shell 
removed),  pears,  peas,  pineapples,  plums 
(fresh  prunes),  raspberries,  tomatoes, 
walnuts. 

§  120.129  Tolerances  for  residues  of 
sodium  o-phenylphenate.  Tolerances 
are  established  as  follows  for  residues 
from  postharvest  application  of  sodium 
o-phenylphenate,  calculated  as  o-phen- 
ylphenol; 

(a)  125  parts  per  million  in  or  on  can¬ 
taloups,  of  which  not  more  than  10  parts 
per  million  shall  be  in  the  edible  portion. 

(b)  20  parts  per  million  in  or  on 
peaches. 

(c)  10  parts  per  million  in  or  on  citrus 
citron,  grapefruit,  kumquat,  lemons, 
limes,  oranges,  pineapple,  tangelos,  tan¬ 
gerines. 

(d)  5  parts  per  million  in  or  on  ap¬ 
ples,  pears. 

§  120.130  Tolerances  for  residues  of 
hydrogen  cyanide.  Tolerances  for  resi¬ 
dues  of  hydrogen  cyanide  from  posthar¬ 
vest  fumigation  are  established  as 
follows: 

(a)  250  parts  per  million  in  or  on  the 
following  spices:  Allspice,  anise,  basil, 
bay,  black  pepper,  caraway,  cassia,  celery 
seed,  chili,  cinnamon,  cloves,  coriander, 
cumin,  dill,  ginger,  mace,  marjoram,  nut¬ 
meg,  oregano,  paprika,  poppy,  red  pepper, 
rosemary,  sage,  savory,  thyme,  turmeric, 
white  pepper. 

(b)  25  parts  per  million  in  or  on  al¬ 
monds,  barley,  beans  (dried) ,  buckwheat, 
cashews,  cocoa  beans,  corn,  oats,  pea¬ 
nuts,  peas  (dried) ,  pecans,  popcorn,  rice, 
rye,  sesame,  sorghum,  walnuts,  wheat. 

§  120.131  Tolerances  for  residues  of 
endrin.  A  tolerance  of  zero  is  estab¬ 
lished  for  endrin  residues  in  or  on  each 
of  the  following  raw  agricultural  com¬ 
modities:  Cabbage,  cottonseed,  cucum¬ 
bers,  eggplant,  peppers,  potatoes,  sugar 
beets,  sugar  beet  tops,  summer  squash, 
and  tomatoes.  »  - 

§  120.132  Tolerances  for  residues  of 
thiram.  A  tolerance  of  7  parts  per  mil¬ 
lion  is  established  for  residues  of  thiram 
(tetramethyl  thiuram  disulfide)  in  or  on 
apples  and  tomatoes. 

§  120.133  Tolerance  for  residues  of 
lindane.  A  tolerance  of  10  parts  per  mil- 
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lion  is  established  for  residues  of  lindane 
(gamma  isomer  of  benzene  hexachloride) 
in  or  on  mushrooms. 

§  120.134  Tolerances  for  residues  of 
v-chlorophenyl  -  p  -  chlorobenzenesulfo- 
nate.  Tolerances  for  residues  of  p-chlo- 
rophenyl-P-chlorobenzenesulfonate  are 
established  as  follows: 

(a)  5  parts  per  million  in  or  on  grape¬ 
fruit,  lemons,  oranges,  tangerines. 

(b)  3  parts  per  million  in  or  on  apples, 
peaches,  pears,  plums  (prunes) . 

S  120.135  Tolerances  for  residues  of 
dldrin.  Tolerances  for  residues  of  aldrin 
in  or  on  raw  agricultural  commodities 
are  established,  as  follows: 

(a)  0.75  part  per  million  in  or  on  bar¬ 
ley  straw,  oat  straw,  rice  straw,  rye  straw, 
wheat  straw. 

(b)  0.25  part  per  million  in  or  on 
apples,  apricots,  beets  (garden),  garden 
beet  tops,  broccoli,  brussels  sprouts,  cab¬ 
bage,  carrots,  cauliflower,  collards,  cu¬ 
cumbers,  endive  (escarole) ,  garlic,  grape¬ 
fruit,  horseradish,  kale,  kohlrabi,  leeks, 
lemons,  lettuce,  limes,  mustard  greens, 
onions,  oranges,  parsnips,  peanuts,  pears, 
quinces,  radishes,  rutabagas,  salsify  tops, 
salsify  root,  shallots,  spinach,  summer 
squash,  Swiss  chard,  tangerines,  turnips, 
turnip  tops. 

r  (c)  0.1  part  per  million  in  or  on  as¬ 
paragus,  barley  grain,  beets  (sugar) , 
sugar  beet  tops,  cantaloup,  celery,  cher¬ 
ries,  cranberries,  eggplant,  grapes,  man¬ 
goes,  muskmelons,  nectarines,  oat  grain, 
peaches,  peppers,  pimentos,  pineapple, 
plums  and  prunes,  pumpkins,  rice  grain, 
rye  grain,  strawberries,  tomatoes,  water¬ 
melon,  wheat  grain,  winter  squash. 

(d)  Zero  in  or  on  alfalfa,  beans,  black- 
eyed  peas,  clover,  corn  grain,  corn  forage, 
cowpeas,  cowpea  hay,  grain  sorghum, 
grain  sorghum  forage,  lespedeza,  peas, 
pea  hay,  peanut  hay,  popcorn,  soybeans, 
soybean  hay. 

§  120.136  Tolerance  for  residues  of 
basic  copper  carbonate.  The  tolerance 
for  residues  of  basic  copper  carbonate  in 
or  on  pears  from  post-harvest  use  of  the 
chemical  is  3  parts  per  million  of  com¬ 
bined  copper. 

§  120.137  Tolerances  for  residues  of 
dieldrin.  Tolerances  for  residues  of  di- 
eldrin  in  or  on  raw  agricultural  com¬ 
modities  are  established,  as  follows: 

(a)  0.75  part  per  million  in  or  on 
barley  straw,  oat  straw,  rice  straw,  rye 
straw,  wheat  straw. 

(b)  0.25  part  per  million  in  or  on 
apples,  beets  (garden) ,  garden  beet  tops, 
broccoli,  brussels  sprouts,  cabbage,  cauli¬ 
flower,  celery,  cherries,  collards,  cucum¬ 
bers,  endive  (escarole),  grapefruit,  kale, 
kohlrabi,  lemons,  lettuce,  limes,  mustard 
greens,  oranges,  pears,  pineapple, 
quinces,  rutabagas,  salsify  tops,  spinach, 
summer  squash,  Swiss  chard,  tangerines, 
turnips,  turnip  tops. 

(c)  0.1  part  per  million  in  or  on 
asparagus,  barley  grain,  carrots,  cran¬ 
berries,  eggplant,  grapes,  horseradish, 
mangoes,  oat  grain,  parsnips,  peppers, 
pimentos,  potatoes,  plums  and  prunes, 
radishes,  radish  tops,  rice  grain,  rye 
grain,  salsify  root,  strawberries,  sweet- 
potatoes,  tomatoes,  wheat  grain. 

(d)  Zero  in  or  on  alfalfa,  beans,  black- 
eyed  peas,  cantaloups,  clover,  corn  grain. 


corn  forage,  cowpeas,  cowpea  hay,  grain 
sorghum,  grain  sorghum  forage,  lespe¬ 
deza,  muskmelons,  peas,  pea  hay,  pop¬ 
corn,  pumpkins,  soybeans,  soybean  hay, 
watermelons,  winter  squash. 

§  120.138  Tolerances  for  residues  of 
toxaphene.  Tolerances  are  established 
for  residues  of  toxaphene  (chlorinated 
camphene  containing  67  percent-69 
percent  chlorine)  in  or  on  raw  agricul¬ 
tural  commodities  from  preharvest  or 
preslaughter  application  ac  follows: 

(a)  7  parts  per  million  in  or  on  cran¬ 
berries;  fat  of  meat  from  cattle,  goats, 
and  sheep;  hazelnuts;  hickory  nuts; 
horseradish;  parsnips;  pecans;  peppers; 
pimentos;  rutabagas;  walnuts. 

(b)  5  parts  per  million  in  or  on  barley, 
oats,  rice,  rye,  wheat. 

§  120.139  Tolerances  for  residues  of 
1,1  -  dichloro  -  2,2  -  bis  (.p-ethylphenyl) 
ethane.  A  tolerance  of  15  parts  per  mil¬ 
lion  is  established  for  residues  of  1,1- 
dichlor  o  -  2 ,2  -bis  ( p-ethylphenyl )  ethane 
in  or  on  each  of  the  following  raw  agri¬ 
cultural  commodities:  Broccoli,  brussels 
sprouts,  cabbage,  cauliflower,  cherries, 
kohlrabi,  lettuce,  spinach. 

§  120.140  Exemption  from  the  require¬ 
ment  of  a  tolerance  for  residues  of  am¬ 
monia.  Ammonia  is  exempted  from  the 
requirement  of  a  tolerance  when  used 
after  harvest  on  the  raw  agricultural 
commodities  grapefruit,  lemons,  and 
oranges. 

§  120.141  Tolerances  for  residues  of 
diphenyl.  A  tolerance  of  110  parts  per 
million  for  residues  of  diphenyl  is  estab¬ 
lished  in  or  on  each  of  the  following  raw 
agricultural  commodities  grapefruit, 
lemons,  and  oranges. 

§  120.142  Exemption  from  the  re¬ 
quirement  of  a  tolerance  for  residues  of 
carbon  disulfide.  Carbon  disulfide  is 
exempted  from  the  requirement  of  a 
tolerance  for  residues,  when  used  as  a 
fumigant  for  the  following  grains:  Bar¬ 
ley,  corn,  oats,  popcorn,  rice,  rye,  sor¬ 
ghum  (milo) ,  wheat. 

§  120.143  Exemption  from  the  re¬ 
quirement  of  a  tolerance  for  residues  of 
carbon  tetrachloride.  Carbon  tetra¬ 
chloride  is  exempted  from  the  require¬ 
ment  of  a  tolerance  for  residues,  when 
used  as  a  fumigant  for  the  following 
grains :  Barley,  corn,  oats,  popcorn,  rice, 
rye,  sorghum  (milo),  wheat. 

§  120.144  Exemption  from  the  re¬ 
quirement  of  a  tolerance  for  the  organic 
bromide  residues  from  ethylene  dibro¬ 
mide.  The  organic  bromide  residues  are 
exempted  from  the  requirement  of  a  tol¬ 
erance  for  residues  when  ethylene  di¬ 
bromide  is  used  as  a  fumigant  for  the 
following  grains:  Barley,  corn,  oats,  pop¬ 
corn,  rice,  rye,  sorghum  (milo),  wheat. 

§  120.145  Exemption  from  the  re¬ 
quirement  of  a  tolerance  for  residues  of 
ethylene  dichloride.  Ethylene  dichlo¬ 
ride  is  exempted  from  the  requirement 
of  a  tolerance  for  residues,  when  used  as 
a  fumigant  for  the  following  grains:  Bar¬ 
ley,  corn,  oats,  popcorn,  rice,  rye,  sor¬ 
ghum  (milo),  wheat. 

§  120.146  Tolerances  for  residues  of 
inorganic  bromides  resulting  from  fumi¬ 


gation  with  ethylene  dibromide.  (a) 
Tolerances  of  50  parts  per  million  are 
established  for  residues  of  inorganic  bro¬ 
mides  (calculated  as  Br)  in  or  on  the 
following  grains  that  have  been  fumi¬ 
gated  with  ethylene  dibjromide:  Barley, 
corn,  oats,  popcorn,  rice,  rye,  sorghum 
(milo),  wheat. 

(b)  Tolerances  are  established  for 
residues  of  inorganic  bromides  (calcu¬ 
lated  as  Br)  in  or  on  the  following  raw 
agricultural  commodities  that  have  been 
fumigated  with  ethylene  dibromide  in 
accordance  with  the  Mediterranean  Fruit 
Fly  Control  Program  or  the  Quarantine 
Program  of  the  U.  S.  Department  of 
Agriculture. 

(1)  10  parts  per  million  in  or  on: 
Beans  (string) ,  bitter  melon  (Mormodica 
charantia),  cantaloups,  Cavendish  ba¬ 
nanas,  citrus  fruits,  cucumbers,  guavas, 
litchi  fruit,  litchi  nuts,  mangoes,  pa¬ 
payas,  peppers  (bell),  pineapples,  zuc¬ 
chini  squash. 

-  (2)  20  parts  per  million  in  or  on  plums. 

§  120.147  Tolerances  for  residues  of 
DDT.  Tolerances  of  7  parts  per  million 
for  residues  of  DDT  (a  mixture  of  1,1,1- 
trichloro-2,2-bis  (p-chlorophenyl)  eth¬ 
ane  and  l,l,l-trichloro-2-(o-chlorophen- 
yl) -2- (p-chlorophenyl)  ethane  are  es¬ 
tablished  in  or  on  the  following  raw  agri¬ 
cultural  commodities:  The  fat  of  meat 
from  cattle,  hogs,  and  sheep;  sweet- 
potatoes  (from  postharvest  use) . 

§  120.148  Tolerance  for  residues  of 
oxy tetracycline.  A  tolerance  of  7  parts 
per  million  is  established  for  residues  of 
oxytetracycline  in  or  on  uncooked 
poultry.  This  tolerance  level  shall  not 
be  exceeded  in  any  part  of  the  poultry. 

§  120.149  Tolerances  for  residues  of 
mineral  oil.  (a)  For  the  purposes  of  this 
section,  mineral  oil  is  defined  as  the  re¬ 
fined  petroleum  fraction  having  the  fol¬ 
lowing  characteristics: 

(1)  Minimum  flashpoint  of  300*  F. 

(2)  Gravity  of  27  to  34  by  tjie  Ameri¬ 
can  Petroleum  Institute  standard 
method. 

(3)  Pour  point  of  30°  F.  maximum. 

(4)  Color  2  maximum  by  standards  of 
the  American  Society  for  Testing  Ma¬ 
terials. 

(5)  Boiling  point  between  480°  F.  and 
960°  F. 

(6)  Viscosity  at  100°  F.  of  100  to  200 
seconds  Saybolt. 

(7)  Unsulfonated  residue  of  90-per¬ 
cent  minimum. 

(8)  No  sulfur  compounds  according  to 
the  United  States  Pharmacopeia  test 
under  Liquid  Petrolatum. 

(b)  Tolerances  of  200  parts  per  mil¬ 
lion  for  residues  of  mineral  oil  as  speci¬ 
fied  in  paragraph  (a)  of  this  section  are 
established  in  or  on  the  following  grains 
from  postharvest  application:  Shelled 
corn,  grain  sorghum. 

§  120.150  Tolerances  for  residues  of 
sodium  2,2-dichloropropionate.  Toler¬ 
ances  for  residues  of  sodium  2,2-dichlo¬ 
ropropionate,  as  2,2-dichloropropionic 
acid,  in  or  on  raw  agricultural  commodi¬ 
ties,  are  established  as  follows: 

(a)  75  parts  per  million  in  or  on 
flaxseed. 

(b)  35  parts  per  million  in  or  on 
cottonseed. 
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(c)  30  parts  per  million  in  or  on 
asparagus. 

(d)  10  parts  per  million  in  or  on 
potatoes. 

(e)  5  parts  per  million  in  or  on  sugar 
beets  (roots)  and  sugar  beets  (tops) . 

(f )  3  parts  per  million  in  or  on  apples, 
grapes,  pears,  pineapples. 

j:g)  l  part  per  million  in  or  on  apri¬ 
cots,  peaches,  plums. 

§  120.151  Tolerances  for  residues  of 
ethylene  oxide.  A  tolerance  of  50  parts 
per  million  is  established  for  residues 
of  ethylene  oxide  in  or  on  each  of  the  fol¬ 
lowing  raw  agricultural  commodities: 
Copra,  whole  spices. 

§  120.152  Tolerance  for  residues  of 
sodium  dimethyldithiocarbamate.  A 
tolerance  of  25  parts  per  million  is  es¬ 
tablished  for  residues  of  sodium  dimeth¬ 
yldithiocarbamate,  calculated  as  zinc 
ethylenebisdithiocarbamate,  in  or  on 
melons. 

§  120.153  Tolerances  for  residues  of 
O.O-diethyl  0-(.2-isopropyl-4-methyl-6- 
pyrimidinyl )  phosphor othioate.  Toler- 
ances  for  residues  of  0,0-diethyl  0-(2- 
isopropyl  -  4  -  methyl  -  6  -  pyrimidinyl) 
phosphorothioate  in  or  on  raw  agricul¬ 
tural  commodities  are  established  as 
follows : 

(a)  1.0  part  per  million  in  or  on  olives. 

(b)  0.75  part  per  million  in  or  on 
apples,  apricots,  beans  (snap) ,  beet  roots, 
beet  tops,  broccoli,  cabbage,  cauliflower, 
celery,  cherries,  cucumbers,  figs,  hops, 
lemons,  lettuce,  nectarines,  onions, 
oranges,  peaches,  pears,  peppers,  plums 
(fresh  prunes),  spinach,  strawberries, 
tomatoes. 

§  120.154  Tolerances  for  residues  of 
O.O-dimethyl  S-(.4-oxo-l,2,3-benzotria- 
zinyl  -  3  -  methyl )  phosphor odithioate. 
Tolerances  for  residues  of  O.O-dimethyl 
<S-  ( 4-  oxo- 1  ,2 ,3  -benzotri  aziny  1  -  3  -methyl ) 
phosphorodithioate  in  or  on  raw  agricul¬ 
tural  commodities  are  established  as 
follows: 

(a)  2  parts  per  million  on  apples, 
apricots,  crabapples,  nectarines,  peaches, 
pears,  quinces. 

(b)  0.5  part  per  million  in  or  on  cot¬ 
tonseed. 

§  120.155  Exemption  from  the  re¬ 
quirement  of  a  tolerance  for  residues  of 
chloropicrin.  Chloropicrin  is  exempted 
from  the  requirement  of  a  tolerance  for 
residues  when  used  as  a  fumigant  for 
the  following  grains:  Barley,  buckwheat, 
corn,  oats,  rice,  rye,  grain  sorghum, 
wheat. 

§  120.156  Tolerances  for  residues  of 
S-(p-chlorophenylthio)  methyl  0,0-di¬ 
ethyl  phosphorodithioate.  Tolerances 
for  residues  of  S-(p-chlorophenylthio) 
methyl  O.O-diethyl  phosphorodithioate 
in  or  on  raw  agricultural  products  are 
established  as  follows: 

(a)  5  parts  per  million  in  or  on  sugar 
beets  (roots),  sugar  beets  (tops). 

(b)  2  parts  per  million  in  or  on  al¬ 
mond  hulls,  grapefruit,  lemons,  limes, 
oranges,  tangelos,  tangerines. 

(c)  0.8  part  per  million  in  or  on  apples, 
apricots,  beans,  snap  (succulent  form) ; 
beans,  lima  (succulent  form) ;  beets,  gar¬ 
den  (roots) ;  beets,  garden  (tops) ;  canta¬ 
loups,  cherries,  crabapples,  eggplants, 


grapes,  nectarines,  olives,  peaches,  pears, 
peas  (succulent  form),  peppers,  pimen¬ 
tos,  plums  (fresh  prunes),  quinces,  soy¬ 
beans  (succulent  form),  spinach,  straw¬ 
berries,  tomatoes,  watermelons. 

§  120.157  Tolerances  for  residues 
of  l-methoxycarbonyl-l-propen-2-yl - 
dimethylphosphate  and  its  beta  isomer. 
Tolerances  for  residues  of  1-methoxy- 
carbonyl  - 1  -  propen  -  2  -yl-dimethylphos- 
phate  and  its  beta  isomer  are  established 
in  or  on  raw  agricultural  commodities,  as 
follows: 

(a)  1.0  part  per  million  in  or  on  al¬ 
falfa,  broccoli,  brussels  sprouts,  cabbage, 
cauliflower,  clover,  collards,  corn  forage, 
kale,  mustard  greens,  peaches,  pea  vines, 
plums,  sorghum  forage,  sorghum  grain, 
spinach,  strawberries,  turnip  tops. 

(b)  0.5  part  per  million  in  or  on  ap¬ 
ples,  lettuce,  pears. 

(c)  0.25  part  per  million  in  or  on 
beans,  corn  grain  (including  field  corn, 
popcorn,  sweet  corn) ,  cucumbers,  onions, 
(green),  peas,  potatoes,  tomatoes, 
turnips. 

§  120.158  Tolerances  for  residues 
of  2,4-d  i  chi  or  o-6-(o-chloroanilino ) 
triazine.  Tolerances  for  residues  of  2,4- 
dichloro-6-(o-chloroanilino)  triazine  in 
or  on  raw  agricultural  products  are 
established  as  follows: 

(a)  10  parts  per  million  in  or  on  to¬ 
matoes. 

(b)  1  part  per  million  in  or  on  pota¬ 
toes. 

§  120.159  Tolerance  lor  residues  of 
sodium  dehydroacetate.  A  tolerance  of 
65  parts  per  million  is  established  for 
residues  of  sodium  dehydroacetate,  as 
dehydroacetic  acid,  in  or  on  strawberries 
from  postharvest  application. 

§  120.160  Tolerance  for  residues  of 
mercaptobenzothiazole.  A  tolerance  of 
0.1  part  per  million  is  established  for 
residues  of  mercaptobenzothiazole,  cal¬ 
culated  as  2,2'-dithiobisbenzothiazole,  in 
or  on  apples. 

§  120.161  Tolerance  for  residues  of 
manganous  dimethyldithiocarbamate.  A 
tolerance  of  7  parts  per  million  is  estab¬ 
lished  for  residues  of  manganous  di¬ 
methyldithiocarbamate,  calculated  as 
zinc  ethylenebisdithiocarbamate,  in  or  on 
apples. 

§  120.162  Tolerance  for  residues  of 
tetraiodoethylene.  A  tolerance  of  15 
parts  per  million  is  .established  for  resi¬ 
dues  of  tetraiodoethylene  on  cantaloup 
from  postharvest  application. 

§  120.163  Tolerances  for  residues  of 
1,1 -bis  ( p-chlorophenyl )  -  2,2,2-  trichloro- 
ethanol.  Tolerances  for  residues  of  1,1- 
bis  ( p-chlorophenyl )  -2,2 ,2  -trichloroetha  - 
nol  are  established  as  follows: 

(a)  30  parts  per  million  in  or  on  hops. 

(b)  10  parts  per  million  in  or  on  apri¬ 
cots,  grapefruit,  kumquats,  lemons,  limes, 
nectarines,  oranges,  peaches,  tangelos, 
tangerines. 

(c)  5  parts  per  million  in  or  on  apples, 
beans  (dry  form) ;  beans,  snap  (succulent 
form) ;  beans,  lima  (succulent  form) ; 
blackberries,  boysenberries,  bushnuts, 
butternuts,  cantaloups,  cherries,  chest¬ 
nuts,  crabapples,  cucumbers,  dewberries, 
eggplants,  figs,  filberts,  grapes,  hazel¬ 
nuts,  hickory  nuts,  loganberries,  melons, 


muskmelons,  pears,  pecans,  peppers,  pi. 
mentos,  plums  (fresh  prunes) ,  pumpkins 
quinces,  raspberries,  summer  squash* 
strawberries,  tomatoes,  walnuts,  water! 
melons,  winter  squash. 

(d)  0.1  part  per  million  in  or  on  cot¬ 
tonseed. 

§  120.164  Tolerances  for  residues  of 
O.O-diethyl  S-2-diethylaminoethyl  phos¬ 
phorothioate  hydrogen  oxalate.  A  tol¬ 
erance  of  0.1  part  per  million  is  estab¬ 
lished  for  residues  of  O.O-diethyl 
S-2-diethylaminoethyl  phosphorothioate 
hydrogen  -  oxalate  in  or  on  undelinted 
cottonseed. 

§  120.165  Tolerance  for  residues  of 
sodium  2,4-dichlorophenoxyacetate.  a 
tolerance  of  5  parts  per  million  is  estab¬ 
lished  for  residues  of  sodium  2,4-dichlo¬ 
rophenoxyacetate,  calculated  as  2,4-di- 
chlorophenoxyacetic  acid,  in  or  on 
asparagus. 


Part  141a — Penicillin  and  Penicillin- 

Containing  Drugs;  Tests  and  Methods 

of  Assay 

§  141a.86  Procaine  penicillin-strepto¬ 
mycin-polymyxin  in  oil;  procaine  peni- 
cillin  -  dihydro  streptomycin  -  polymyxin 
in  oil;  procaine  penicillin-streptomycin- 
polymyxin  ointment;  procaine  penicillin- 
dihydrostreptomycin  -  polymyxin  oint¬ 
ment — (a)  Potency.  (1)  Penicillin  con¬ 
tent.  Proceed  as  directed  in  §  141a. 8  (a). 
Its  content  of  penicillin  is  satisfactory  if 
it  contairts  not  less  than  85  percent  of 
the  number  of  units  per  milliliter  or  per 
gram  that  it  is  represented  to  contain. 

(2)  Streptomycin  content.  Proceed 
as  directed  in  §  141b.l29  (a)  (1)  of  this 
chapter,  except  inactivate  the  penicil¬ 
lin  in  the  combined  extractives  with  suf¬ 
ficient  penicillinase  at  37°  C.  for  30 
minutes.  Its  content  of  streptomycin 
is  satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  milligrams 
per  milliliter  or  per  gram  that  it  is  repre¬ 
sented  to  contain. 

(3)  Dihydrostreptomycin  content. 
Proceed  as  directed  in  subparagraph  (2) 
of  this  paragraph,  using  the  dihydro¬ 
streptomycin  working  standard  as  a 
standard  of  comparison.  Its  content  of 
dihydrostreptomycin  is  satisfactory  if  it 
contains  not  less  than  85  percent  of  the 
number  of  milligrams  per  milliliter  or  per 
gram  that  it  is  represented  to  contain. 

(4)  Polymyxin  content.  Proceed  as 
directed  in  §  141b. 112  (b)  (1)  of  this 
chapter,  with  the  following  exceptions: 

(i)  In  lieu  of  the  directions  for  the 
preparation  of  the  sample  described  in 
§  141b.ll2  (b)  (1)  (vii)  of  this  chapter, 
prepare  the  sample  by  one  of  the  follow¬ 
ing  techniques: 

(a)  Extraction.  Place  a  convenient¬ 
sized  representative  quantity  of  the  sam¬ 
ple  in  a  separatory  funnel  containing 
approximately  50  milliliters  of  peroxide- 
free  ether.  Shake  the  sample  and  ether 
until  homogeneous.  Add  25  milliliters  of 
10-percent  potassium  phosphate  buffer 
(pH  6.0)  and  shake.  Remove  the  buffer 
layer  and  repeat  the  extraction  with  25- 
milliliter  portions  of  buffer  at  least  three 
times  and  any  additional  times  that  may 
be  necessary  to  insure  complete  extrac¬ 
tion  of  the  antibiotic.  Combine  the  ex¬ 
tractives.  Inactivate  the  penicillin  with 
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sufficient  penicillinase  at  37°  C.  for  30 
minutes.  Make  the  proper  estimated 
dilutions  in  10-percent  potassium  phos¬ 
phate  buffer  (pH  6.0)  to  give  a  concen¬ 
tration  of  10  units  per  milliliter  (esti¬ 
mated). 

(b)  Blending.  Place  a  convenient¬ 
sized  representative  quantity  of  the 
sample  in  a  blending  jar  containing  1.0 
milliliter  of  a  10-percent  aqueous  solu¬ 
tion  of  polysorbate  80  and  sufficient 
1 -percent  phosphate  buffer  (pH  6.0)  to 
give  a  final  volume  of  200  milliliters.  If 
the  sample  consists  of  substantially  more 
than  1  gram,  use  sufficient  buffer  to  give 
a  final  volume  of  500  milliliters.  If  the 
concentration  of  polymyxin  in  the  blend 
is  less  than  200  units  per  milliliter,  10- 
percent  phosphate  buffer  (pH  6.0)  should 
be  used  in  lieu  of  1 -percent  phosphate 
buffer  (pH  6.0).  Using  a  high-speed 
blender,  blend  the  mixture  for  2  minutes. 
Inactivate  the  penicillin  with  sufficient 
penicillinase  at  37°  C.  for  30  minutes  and 
make  the  proper  estimated  dilutions  in 
10-percent  phosphate  buffer  (pH  6.0)  to 
give  a  concentration  of  10  units  per 
milliliter  (estimated). 

(ii)  The  standard  curve  is  prepared  in 
the  following  concentrations:  6,  7,  8,  9, 
10, 11,  12,  13,  14,  and  15  units  per  milli¬ 
liter  in  10-percent  potassium  phosphate 
buffer,  pH  6.0.  The  10  units  per  milliliter 
concentration  is  used  as  the  reference 
point.  Its  content  of  polymyxin  is  satis¬ 
factory  if  it  contains  not  less  than  85 
percent  of  the  number  of  units  per  milli¬ 
liter  or  per  gram  that  it  is  represented  to 
contain. 

(b)  Moisture.  Proceed  as  directed  in 
§  141a. 8  (b). 

Part  146 — General  Regulations  for  the 

Certification  of  Antibiotics  and  Anti¬ 
biotic-Containing  Drugs 

§  146.26  Animal  feed  containing  pen - 
icillin;  animal  feed  containing  strepto¬ 
mycin;  animal  feed  containing  dihy¬ 
drostreptomycin;  animal  feed  containing 
chlortetracycline;  animal  feed  contain¬ 
ing  tetracycline;  animal  feed  containing 
chloramphenicol;  animal  feed  contain¬ 
ing  bacitracin;  animal  feed  containing 
feed  grade  zinc  bacitracin;  animal  feed 
containing  bacitracin  methylene  disa¬ 
licylate.  Animal  feed  containing  peni¬ 
cillin,  streptomycin,  dihydrostreptomy¬ 
cin,  chlortetracycline,  tetracycline,  chlor¬ 
amphenicol,  bacitracin,  feed  grade  zinc 
bacitracin,  or  bacitracin  methylene  di¬ 
salicylate,  or  any  combination  of  two  or 
more  of  these,  with  or  without  added 
suitable  vitamin  substances,  shall  be  ex¬ 
empt  from  the  requirements  of  sections 
502  (1)  and  507  of  the  act  under  the 
conditions  set  forth  in  any  one  of  the 
following  paragraphs  of  this  section: 

(a)  It  is  intended  for  use  solely  as  an 
animal  feeding  supplement,  it  is  con¬ 
spicuously  so  labeled,  and  it  is  manufac¬ 
tured  with  or  without  one,  but  only  one, 
of  the  following  ingredients  in  a  quan¬ 
tity,  by  weight  of  feed,  as  hereinafter 
indicated: 

(1)  Arsanilic  acid:  Not  less  than  0.005 
percent  and  not  more  than  0.01  percent. 

42)  Sodium  arsanilate:  Not  less  than 
0.005  percent  and  not  more  than  0.0 1 
percent. 

\ 
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(3)  3-Nitro-4-hydroxyphenol  arsonic 
acid:  Not  less  than  0.0025  percent  and 
not  more  than  0.0075  percent. 

(4)  Furazolidone:  0.00083  percent. 

(5)  Furazolidone  0.00083  percent,  3- 
nitro-4-hydroxyphenol  arsonic  acid  not 
less  than  0.0025  percent  and  not  more 
than  0.0075  percent,  with  or  without 
nitrofurazone  0.0056  percent. 

(b)  It  is  intended  for  use  in  the  condi¬ 
tions  set  forth  in  any  one  of  the  follow¬ 
ing  subparagraphs  of  this  paragraph: 

(1)  It  is  intended  for  use  solely  in  the 
prevention  of  coccidiosis  outbreaks  in 
poultry  flocks,  its  labeling  bears  adequate 
directions  and  warnings  for  such  use, 
and  it  contains  one,  but  only  one,  of  the 
following  ingredients  in  a  quantity,  by 
weight  of  feed,  as  hereinafter  indicated: 

(1)  Sulfaquinoxaline:  Not  less  than 
0.0125  percent  (or  if  it  is  intended  solely 
for  the  prevention  of  the  intestinal  coc- 
cidia  E.  acervalina  in  poultry  laying 
flocks,  not  less  than  0.005  percent)  and 
not  more  than  0.025  percent. 

(ii)  Nitrophenide:  Not  less  than 
0.0125  percent  and  not  more  than  0.025 
percent. 

(iii)  Nitrofurazone:  0.0056  percent. 

(iv)  N4-acetyl-N1-(4-nitrophenyl)  sul¬ 
fanilamide  0.03  percent  and  3-nitro-4- 
hydroxyphenylarsonic  acid  0.000  per¬ 
cent. 

(v)  Furazolidone  0.00083  percent,  3- 
nitro-4-hydroxyphenol  arsonic  acid  not 
less  than  0.0025  percent  and  not  more 
than  0.0075  percent,  and  nitrofurazone 
0.0056  percent. 

(2)  It  is  intended  for  use  solely  in  the 
control  of  coccidiosis  outbreaks  in  poul¬ 
try  flocks,  its  labeling  bears  adequate 
directions  and  warnings  for  such  use,  and 
it  contains  one,  but  only  one,  of  the  fol¬ 
lowing  ingredients  in  a  quantity,  by 
weight  of  feed,  as  hereinafter  indicated: 

(i)  Sulfaquinoxaline:  Not  less  than 
0.033  percent  and  not  more  than  0.10 
percent. 

(ii)  Nitrophenide:  0.Q5  percent. 

(iii)  Nitrofurazone:  0.0112  percent. 

(3)  It  is  intended  for  use  solely  in  the 
prevention  of  outbreaks  of  histomoniasis 
(“blackhead”)  in  turkey  flocks,  Jts  label¬ 
ing  bears  adequate  directions  and  warn¬ 
ings  for  such  use,  and  it  contains  one, 
but  only  one,  of  the  following  ingredients 
in  a  quantity,  by  weight  of  feed,  as  here¬ 
inafter  indicated: 

(i)  2-Amino-5-nitrothiazole:  0.05  per¬ 
cent. 

(ii)  4-Nitrophenylarsonic  acid:  0.025 
percent. 

(4)  It  is  intended  for  use  solely  in  the 
control  of  outbreaks  of  histomoniasis 
(“blackhead”)  in  turkey  flocks,  its  label¬ 
ing  bears  adequate  directions  and  warn¬ 
ings  for  such  use,  and  it  contains  2- 
amino-5-nitrothiazole  in  a  quantity,  by 
weight  of  feed,  of  0.10  percent. 

(5)  It  is  intended  for  use  solely  as  an 
anthelmintic  for  poultry  or  swine,  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use,  and  it  contains 
one,  but  only  one,  of  the  following  in¬ 
gredients  in  a  quantity,  by  weight  of 
feed,  as  hereinafter  indicated: 

(i)  dUN-Butyl  tin  dilaurate.0.07  per¬ 
cent,  nicotine  0.03  percent,  and  pheno- 
thiazine  0.29  percent. 

(ii)  Nicotine  0.067  percent,  pheno- 
thiazine  0.60  percent,  and  2,2 'dihydroxy- 
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5,5'dichlorodiphenylmethane  0.28  per¬ 
cent. 

(iii)  Phenothiazine,  not  less  than  0.3 
percent  and  not  more  than  1.0  percent, 
and  nicotine,  not  less  than  0.03  percent 
and  not  more  than  0.07  percent. 

(iv)  Phenothiazine,  not  less  than  0.3 
percent  and  not  more  than  1.0  percent. 

(v)  Nicotine,  not  less  than  0.03  per¬ 
cent  and  not  more  than  0.07  percent. 

(vi)  Sodium  fluoride  0.3  percent  and 
sodium  sulfate  2.0  percent.  \ 

(vii)  Cadmium  anthranllate,  0.044 
percent. 

(viii)  Cadmium  oxide,  0.015  percent. 

(ixr  Sodium  fluoride,  not  less  than  0.5 
percent  and  not  more  than  1.0  percent. 

(x)  Piperazine  dihydrochloride,  not 
less  than  0.18  percent  and  not  more  than 
0.72  percent  (piperazine  base  0.1  percent 
to  0.4  percent) . 

(xi)  Piperazine  phosphate  monohy¬ 
drate,  not  less  than  0.23  percent  and  not 
more  than  0.92  percent  (piperazine  base 
0.1  percent  to  0.4  percent) . 

(xii)  Piperazine  sulfate,  not  less  than 
0.21  percent  and  not  more  than  0.85  per¬ 
cent  (piperazine  base  0.1  percent  to  0.4 
percent) . 

(xiii)  Piperazine  monohydrochloride, 
not  less  than  0.13  percent  and  not  more 
than  0.52  percent  (piperazine  base  0.1 
percent  to  0.4  percent) . 

(xiv)  di-JV-Butyl  tin  dilaurate  0.07 
percent,  piperazine  sulfate  0.12  percent, 
and  phenothiazine  0.29  percent. 

(6)  It  is  intended  for  use  solely  in  the 
prevention  of  chronic  respiratory  dis¬ 
ease  (air-sac  infection)  and  hexamitiasis 
in  poultry,  bacterial  swine  enteritis, 
and/or  bacterial  calf  diarrhea;  its  label¬ 
ing  bears  adequate  directions  and  warn¬ 
ings  for  such  use,  and  it  contains,  per 
ton  of  feed,  not  less  than  50  grams  of 
chlortetracycline  or  oxytetracycline  or  a 
combination  of  such  drugs;  or,  if  it  is 
intended  for  use  solely  as  an  aid  in  the 
prevention  of  bacterial  swine  enteritis, 
it  contains  a  combination  of  37.5  grams 
of  streptomycin  and  7.5  grams  of  peni¬ 
cillin  per  ton  of  feed.  If  it  contains  not 
less  than  100  grams  of  chlortetracycline 
or  oxytetracycline  or  a  combination  of 
such  drugs  per  ton  of  feed,  it  may  also 
be  represented  for  use  as  ai\  aid  in  the 
prevention  of  synovitis  in  poultry. 
When  intended  for  the  uses  specified  in 
this  subparagraph,  it  may  also  contain, 
in  the  amount  specified,  one,  but  only 
one,  of  the  ingredients  prescribed  by 
paragraph  (a)  of  this  section. 

(7)  It  is  intended  for  use  solely  as  a 
treatment  for  chronic  respiratory  dis¬ 
ease  (air-sac  infection),  infectious  si¬ 
nusitis,  blue  comb  (nonspecific  infectious 
enteritis,  mud  fever) ,  and  hexamitiasis  in 
poultry,  and/or  bacterial  swine  enteritis; 
its  labeling  bears  adequate  directions  and 
warnings  for  such  use;  and  it  contains, 
per  ton  of  feed,  not  less  than  100  grams 
of  chlortetracycline  or  oxytetracycline 
or  a  combination  of  such  drugs  or  not 
less  than  75  grams  of  streptomycin  and 
15  grams  of  penicillin.  If  it  contains  not 
less  than  200  grams  of  chlortetracycline 
or  oxytetracycline  or  a  combination  of 
such  drugs  per  ton  of  feed,  it  may  also 
be  represented  for  use  as  an  aid  in  the 
control  of  synovitis  in  poultry.  When 
intended  for  the  uses  specified  in  this 
subparagraph,  it  may  also  contain,  in  the 
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amount  specified,  one,  but  only  one,  of 
the  ingredients  prescribed  by  paragraph 
(a)  of  this  section.  If  it  is  intended  for 
use  solely  in  poultry,  it  may  contain  0.1 
percent  of  para-aminobenzoic  acid  or 
the  sodium  or  potassium  salt  of  para- 
aminobenzoic  acid;  or  if  it  is  intended 
for  continuation  of  coccidiosis  preven¬ 
tion  it  shall  contain,  in  the  amount  spec¬ 
ified,  one  of  the  ingredients  prescribed 
by  subparagraph  (1)  of  this  paragraph. 

(8)  It  is  intended  for  use  solely  in  the 
prevention  of  coccidiosis  and  hexa- 
mitiasis  outbreaks  in  turkey  flocks,  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use,  and  it  contains 
di-N-butyl  tin  dilaurate  in  a  quantity,  by 
weight  of  feed,  of  0.0375  percent. 

(9)  It  is  intended  for  use  solely  in 
the  prevention  of  chronic  respiratory  dis¬ 
ease  (air-sac  infection) ,  infectious  sinus¬ 
itis,  and  blue  comb  (nonspecific  infec¬ 
tious  enteritis)  in  poultry  and/or  bacte¬ 
rial  swine  enteritis;  its  labeling  bears 
adequate  directions  and  warnings  for 
such  use,  and  it  contains,  per  ton  of  feed, 
the  equivalent  of  not  less  than  50  grams 
of  bacitracin  or  50  grams  of  penicillin 
(unless  it  is  intended  for  bacterial  swine 
enteritis)  or  50  grams  of  a  combination 
of  the  two  drugs,  except  that  if  it  con¬ 
tains  the  combination  drug  and  it  is  in¬ 
tended  for  the  prevention  of  bacterial 
swine  enteritis  it  shall  contain  the  equiv¬ 
alent  of  not  less  than  25  grams  of 
bacitracin.  When  intended  for  the  uses 
specified  in  this  subparagraph,  it  may 
also  contain,  in  the  amount  specified, 
one,  but  ohly  one,  of  the  ingredients  pre¬ 
scribed  by  paragraph  (a)  of  this  section. 

(10)  It  is  intended  for  use  solely  in 
the  treatment  of  chronic  respiratory  dis¬ 
ease  (air-sac  infection) ,  infectious  sinus¬ 
itis,  and  blue  comb  (nonspecific  infec¬ 
tious  enteritis)  in  poultry  and/or  bacte¬ 
rial  swine  enteritis;  its  labeling  bears  ad¬ 
equate  directions  and  warnings  for  such 
use,  and  it  contains,  per  ton  of  feed,  the 
equivalent  of  not  less  than  100  grams 
of  bacitracin  or  100  grams  of  penicillin 
(unless  it  is  intended  for  bacterial  swine 
enteritis)  or  100  grams  of  a  combination 
of  the  two  drugs,  except  that  if  it  con¬ 
tains  the  combination  drug  and  it  is 
intended  for  the  treatment  of  bacterial 
swine  enteritis  it  shall  contain  the  equiv¬ 
alent  of  not  less  than  50  grams  of 
bacitracin.  When  intended  for  the  uses 
specified  in  this  subparagraph,  it  may 
also  contain,  in  the  amount  specified, 
one,  but  only  one,  of  the  ingredients  pre¬ 
scribed  by  paragraph  (a)  of  this  section. 

(11)  It  is  intended  for  use  solely  as  a 
treatment  for  bacterial  swine  enteritis 
caused  by  Salmonella  choleraesuis,  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use,  and  it  contains 
nitrofurazone  in  a  quantity,  by  weight 
of  feed,  of  0.056  percent. 

(12)  It  is  intended  for  use  solely  in  the 
prevention  of  coccidiosis,  chronic  re¬ 
spiratory  disease  (air-sac  infection)  and 
hexamitiasis  in  poultry;  its  labeling 
bears  adequate  directions  and  warnings 
for  such  use;  and  it  contains,  in  the 
amount  specified,  one  of  the  ingredients 
prescribed  by  subparagraph  (1)  of  this 
paragraph  and  not  less  than  50  grams  of 
chlortetracycline  per  ton  of  feed.  When 
intended  for  such  uses  it  may  also  con- 
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tain  oxytetracycline  in  a  quantity  not 
less  than  50  grams  per  ton  of  feed. 

(13)  It  is  intended  for  use  solely  in 
the  prevention  or  treatment  of  chronic 
respiratory  disease  (air-sac  infection) 
and  infectious  sinusitis  in  poultry;  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use;  and  it  contains 
not  less  than  0.1  percent  para-amino¬ 
benzoic  acid  or  the  sodium  or  potassium 
salt  of  para-aminobenzoic  acid. 

(14)  It  is  intended  solely  as  an  aid 
in  the  prevention  and  control  of  losses 
due  to  low-grade  bacterial  enteritis  in 
mink;  its  labeling  bears  adequate  direc¬ 
tions  and  warnings  for  such  use;  and  it 
contains  not  less  than  5.7  grams  of 
chlortetracycline,  1.0  gram  of  bacitracin, 
and  0.75  gram  of  penicillin  (with  or 
without  oxytetracycline)  per  ton  of 
feed. 

(15)  It  is  intended  for  use  solely  as 
an  aid  in  the  prevention  or  treatment 
or  to  lessen  the  morbidity  in  poultry  in 
outbreaks  of  fowl  typhoid,  pullorum,  the 
paratyphoids,  infectious  arthritis  due  to 
a  filterable  agent,  histomoniasis  (black¬ 
head),  hexamitiasis,  and  quail  disease 
(ulcerative  enteritis),  its  labeling  bears 
adequate  directions  and  warnings  for 
such  use;  and  it  contains  the  following 
quantities  of  furazolidone,  by  weight  of 
feed,  for  the  conditions  indicated: 

(i)  For  the  prevention  of  fowl  typhoid, 
pullorum,  and  the  paratyphoids  in  birds 
older  than  2  weeks:  0.0055  percent. 

(ii)  For  the  prevention  of  the  diseases 
listed  in  subdivision  (i)  of  this  sub- 
paragraph  in  birds  younger  than  2  weeks, 
and  for  the  treatment  of  these  same  con¬ 
ditions  in  birds  regardless  of  age:  0.011 
percent. 

(iii)  For  the  prevention  of  histomoni¬ 
asis  (blackhead)  and  infectious  arthritis 
due  to  a  filterable  agent,  and  for  the  pre¬ 
vention  and  treatment  of  hexamitiasis, 
and  quail  disease  (ulcerative  enteritis) : 
0.011  percent. 

(iv)  For  the  treatment  of  histomoni¬ 
asis  (blackhead) ,  and  to  lessen  the  mor¬ 
bidity  in  outbreaks  of  infectious  ar¬ 
thritis  due  to  a  filterable  agent:  0.022 
percent. 

(16)  (i)  It  is  intended  for  use  solely 
in  the  prevention  of  chronic  respiratory 
disease  (air-sac  infection) ;  its  labeling 
bears  adequate  directions  and  warnings 
for  such  use;  and  it  contains  not  less  than 
50  grams  of  chlortetracycline  or  oxy¬ 
tetracycline  or  a  combination  of  these 
two  drugs  per  ton  of  feed.  When  in¬ 
tended  for  such  use,  it  may  also  contain 
the  equivalent  of  not  less  than  50  grams 
of  bacitracin  per  ton  of  feed. 

(ii)  It  is  also  intended  for  the  preven¬ 
tion  or  treatment  of  the  diseases  of 
poultry  specified  in  subparagraph  (15) 
of  this  paragraph ;  it  contains  one  of  the 
ingredients  in  the  amount  and  under  the 
conditions  set  forth  in  subdivision  (i)  of 
this  subparagraph;  and  it  contains  fura¬ 
zolidone  in  the  amount  specified  in  sub- 
paragraph  (15)  of  this  paragraph. 

(17)  (i)  It  is  intended  for  use  solely 
as  an  aid  in  the  treatment  of  chronic 
respiratory  disease  (air-sac  infection), 
infectious  sinusitis,  blue  comb  (nonspe¬ 
cific  infectious  enteritis,  mud  fever)  in 
poultry;  its  labeling  bears  adequate  di¬ 
rections  and  warnings  for  such  use ;  and 


it  contains  not  less  than  100  grams  of 
chlortetracycline  or  oxytetracycline  or  a 
combination  of  these  two  drugs  per  ton 
of  feed.  When  intended  for  such  use, 
it  may  also  contain  the  equivalent  of  not 
less  than  100  grams  of  bacitracin  per  ton 
of  feed. 

(ii)  It  is  also  intended  for  the  pre¬ 
vention  or  treatment  of  the  diseases  of 
poultry  specified  in  subparagraph  (15) 
of  this  paragraph;  it  contains  one  of  the 
ingredients  in  the  amount  and  under  the 
conditions  set  forth  in  subdivision  (i) 
of  this  subparagraph;  and  it  contains 
furazolidone  in  the  amount  specified  in 
subparagraph  (15)  of  this  paragraph. 

(18)  (i)  It  is  intended  for  use  solely  in 
the  prevention  of  outbreaks  of  cocci¬ 
diosis  in  poultry  flocks,  and  it  contains 
nicarbazin  (4,4'-dinitrocarbanilide  com¬ 
plex  with  2-hydroxy-4-6-dimethylpyrim- 
idine)  in  a  quantity,  by  weight  of  feed, 
of  not  less  than  0.01  percent  and  not 
more  than  0.02  percent,1  or  arsenoso- 
benzene  in  a  quantity,  by  weight  of 
feed,  of  0.002  percent,  or  2,4-diamino-5- 
(p-chlorophenyl)  -6-ethylpyrimidine  ins 
quantity,  by  weight  of  feed,  of  0.00075 
percent  and  sulfaquinoxaline  in  a  quan¬ 
tity,  by  weight  of  feed,  of  0.0075  percent, 
of  2,2'dihydroxy-3,3\5.5'-tetrachlorodi- 
phenyl  sulfide  (bithionol)  0.05  percent 
and  4,6-diamino-l-  (4-methylmercapto- 
pheny  1 )  - 1 ,2 -dihydro  -  2 ,2  -  dimethyl- 1 ,3 J5- 
triazine  hydrochloride  (methiotriasa- 
mine)  0.01  percent;  and  there  has  been 
submitted  to  the  Commissioner,  in  trip¬ 
licate,  adequate  information  of  the  kind 
described  in  §  146.7  to  establish  the  safety 
and  efficacy  of  the  article  and  to  guaran¬ 
tee  its  identity,  strength,  quality,  and 
purity.  The  exemption  shall  expire  at 
the  beginning  of  any  act  changing  the 
compositioh  or  labeling  of  such  drug  or 
the  methods  used  in  its  manufacturing, 
processing,  or  packaging  or  the  facilities 
and  controls  used  for  such  manufactur¬ 
ing,  processing,  or  packaging,  unless  the 
person  who  obtained  the  exemption  has 
submitted  to  the  Commissioner,  in  tripli¬ 
cate,  amended  information  describing 
such  proposed  changes,  and  such 
amendment  has  been  accepted  by  the 
Commissioner. 

(ii)  It  is  also  intended  for  the  preven¬ 
tion  or  treatment  of  the  diseases  of 
poultry  specified  in  subparagraphs  (6) 
and  (7)  and/or  (9)  and  (10)  or  (16)  and 
(17)  of  this  paragraph,  it  contains  one  of 
the  ingredients  in  the  amount  and  under 
the  conditions  set  forth  in  subdivision  (i) 
of  this  subparagraph,  and  it  contains  the 
Ingredients  in  the  amounts  specified  in 
subparagraphs  (6)  and  (7)  and/or  (9) 
and  (10)  or  (16)  and  (17)  of  this  para¬ 
graph,  except  that  the  coccidiostat  shall 
be  only  one  of  those  specified  in  subdivi¬ 
sion  (i)  of  this  subparagraph. 

(iii)  It  is  intended  for  use  in  the  dis¬ 
eases  specified  in  subdivisions  (i)  and 
(ii)  of  this  subparagraph,  it  contains 
ingredients  in  the  amounts  and  under 
the  conditions  specified  in  those  subdi¬ 
visions,  and  it  contains  one,  but  only 
one,  of  the  ingredients  prescribed  by 
paragraph  (a)  of  this  section  and  in  the 
amounts  specified  in  that  paragraph. 

(19)  (i)  It  is  intended  for  use  solely  in 
the  prevention  or  control  of  outbreaks  of 
histomoniasis  (“blackhead”)  in  turkey 
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flocks  and  it  contains  2-acetylamino-5- 
nitrothiazole  in  a  quantity,  by  weight  of 
feed  of  0.015  percent  if  intended  for  the 
Prevention  of  the  disease,  or  0.05  percent 
if  intended  for  the  control  of  the  disease, 
Mid  there  has  been  submitted  to  the 
commissioner,  in  triplicate,  adequate  in¬ 
formation  of  the  kind  described  in 
S  146.7  to  establish  the  safety  and  efficacy 
of  the  article  and  to  guarantee  its  iden¬ 
tity  strength,  quality,  and  purity.  The 
exemption  shall  expire  at  the  beginning 
of  any  act  changing  the  composition  of 
such  drug,  or  the  methods  used  in,  and 
the  facilities  and  controls  used  for  its 
manufacturing,  processing,  and  packag¬ 
ing,  or  in  its  labeling,  unless  the  person 
who  obtained  the  exemption  has  sub¬ 
mitted  to  the  Commissioner,  in  tripli¬ 
cate,  amended  information  that  de-  ^ 
scribes  such  proposed  changes,  and  such 
amendment  has  been  accepted  by  the 
Commissioner. 

(ii)  It  is  intended  for  use  in  the  dis¬ 
ease  specified  in  subdivision  (i)  of  this 
subparagraph;  it  contains  the  ingredient 
in  the  amount  and  under  the  conditions 
specified  in  that  subdivision;  and  it  con¬ 
tains  one,  but  only  one,  of  the  ingredients 
prescribed  by  paragraph  (a)  of  this  sec- 
tipa  and  in  the  amounts  specified  in  that 
paragraph. 

(20)  It  is  intended  as  an  aid  in  stimu¬ 
lating  growth,  the  prevention  of  cocci- 
diosis,  large  roundworms  and  tapeworms 
in  chickens  and  turkeys  and  the  preven¬ 
tion  of  hexamitiasis  in  turkeys,  and  it 
contains  in  a  quantity,  by  weight  of  feed, 
acetyl  (p-nitrophenyl)  sulfanilamide 
0.03  percent,  dibutyl  tin  dilaurate  0.02 
percent,  dinitrodiphenylsulfonylethyl- 
enediamine  0.02  percent,  and  3-nitro-4- 
hydroxyphenylarsonic  acid  0.0075  per¬ 
cent. 


(21)  (i)  It  is  Intended  for  promoting 
distribution  of  fat  in  chickens  and  tur¬ 
keys,  it  contains  dienestrol  diacetate  in 
a  quantity,  by  weight  of  feed,  of  0.007 
percent,  and  there  has  been  submitted 
to  the  Commissioner,  in  triplicate,  ade¬ 
quate  information  of  the  kind  described 
in  §  146.7,  to  establish  the  safety  and 
efficacy  of  the  article  and  to  guarantee 
its  identity,  strength,  quality,  and  purity. 
The  exemption  shall  expire  at  the  be¬ 
ginning  of  any  act  changing  the  com¬ 
position  or  labeling  of  such  drug,  or  the 
methods  used  in  its  manufacturing, 
processing,  or  packaging,  or  the  facilities 
and  controls  used  for  such  manufac¬ 
turing,  processing,  or  packaging,  unless 
the  person  who  obtained  the  exemption 
has  submitted  to  the  Commissioner,  in 
triplicate,  amended  information  describ¬ 
ing  such  proposed  changes,  and  such 
amendment  has  been  accepted  by  the 
Commissioner. 

(ii)  It  is  also  intended  for  the  preven¬ 
tion  or  treatment  of  the  diseases  of 
poultry  specified  in  subparagraphs  (6) 
and  (7)  of  this  paragraph,  it  contains 
dienestrol  diacetate  in  the  amounts  and 
under  the  conditions  set  forth  in  sub¬ 
division  (i)  of  this  subparagraph,  and 
it  contains  the  antibiotics  in  the  amounts 
specified  in  subparagraphs  (6)  and  (7) 
of  this  paragraph. 


(iii)  It  is  also  intended  for  continua¬ 
tion  of  coccidiosis  prevention  in  poultry, 
it  contains  dienestrol  diacetate  in  the 
amounts  and  under  the  conditions  set 


\ 


FEDERAL  REGISTER 

forth  in  subdivision  (i)  of  this  subpara¬ 
graph,  and  it  contains  one,  but  only  one, 
of  the  Ingredients  prescribed  by  sub- 
paragraph  (1)  of  this  paragraph  and  in 
the  amounts  specified  in  that  subpara¬ 
graph,  or  it  contains  one,  but  only  one, 
of  the  coccidiostats  prescribed  by  sub- 
paragraph  (18)  of  this  paragraph,  and 
in  the  amounts  specified  in  that  sub- 
paragraph. 

(iv)  It  is  also  intended  for  use  in  the 
prevention  of  outbreaks  of  histomo- 
niasis  (blackhead)  in  turkey  flocks,  it 
contains  dienestrol  diacetate  in  the 
amounts  and  under  the  conditions  set 
forth  in  subdivision  (i)  of  this  paragraph, 
and  it  contains  one,  but  only  one,  of  the 
ingredients  prescribed  by  subparagraph 
(3)  of  this  paragraph  and  in  the  amounts 
specified  in  that  subparagraph. 

(v)  It  is  also  intended  for  the  pre¬ 
vention  or  treatment  of  the  diseases  of 
poultry  specified  in  subparagraph  (15)  of 
this  paragraph,  it  contains  dienestrol 
diacetate  in  the  amounts  and  under  the 
conditions  set  forth  in  subdivision  (i)  of 
this  subparagraph,  and  it  contains  fura¬ 
zolidone  in  the  amounts  specified  in  sub- 
paragraph  (15)  of  this  paragraph. 

(vi)  It  is  intended  for  use  in  the  dis¬ 
eases  specified  in  subdivisions  (i),  (ii), 

(iii) ,  (iv)  and  (v) ,  of  this  subparagraph, 
it  contains  ingredients  in  the  amounts 
and  under  the  conditions  specified  in 
those  subdivisions,  and  it  contains  one, 
but  only  one,  of  the  ingredients  pre¬ 
scribed  by  paragraph  (a)  of  this  section, 
and  in  the  amounts  specified  in  that 
paragraph. 

(22)  (i)  It  is  intended  for  use  solely 
in  the  control  of  outbreaks  of  coccidio¬ 
sis  in  poultry  flocks  and  it  contains  in  a 
quantity,  by  weight  of  feed,  not  less  than 
0.003  percent  and  not  more  than  0.006 
percent  of  2,4-diamino-5-(p-chloro- 
phenyl)  -6-ethylpyrimidine  and  not  less 
than  0.01  percent  and  not  more  than 
0.02  percent  of  sulfaquinoxaline,  and 
there  has  been  submitted  to  the  Com¬ 
missioner,  in  triplicate,  the  information 
referred  to  in  §  146.7,  as  well  as  any 
additional  information  necessary  to 
establish  the  safety  and  efficacy  of  the 
article  and  to  guarantee  its  identity, 
strength,  quality,  and  purity:  The  ex¬ 
emption  shall  expire  at  the  beginning 
of  any  act  changing  the  composition  or 
labeling  of  such  drug  or  the  methods 
used  in  its  manufacturing,  processing, 
or  repackaging,  or  the  facilities  and  con¬ 
trols  used  for  such  manufacturing, 
processing,  or  repackaging,  unless  the 
person  who  obtains  the  exemption  has 
submitted  to  the  Commissioner,  in  trip¬ 
licate,  amended-information  describing 
such  proposed  changes  and  such  amend? 
ment  has  been  accepted  by  the  Commis¬ 
sioner. 

(ii)  It  is  intended  for  use  in  the  dis¬ 
ease  specified  in  subdivision  (i)  of  'this 
subparagraph,  it  contains  the  ingredi¬ 
ents  in  the  amounts  and  under  the  con¬ 
ditions  specified  in  that  subdivision,  and 
it  contains  one,  but  only  one,  of  the  in¬ 
gredients  prescribed  by  paragraph  (a) 
of  this  section  and  in  the  amounts  speci¬ 
fied  in  that  paragraph. 

(23)  It  is  intended  for  use  solely  as  an 
aid  in  the  reduction  of  losses  due  to 
enterotoxemia  in  sheep;  its  labeling 
bears  adequate  directions  and  warnings 
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for  such  use;  and  it  contains  not  less 
than  20  grams  of  chlortetracycline  per 
ton  of  feed. 

(24)  It  is  intended  for  use  in  the  main¬ 
tenance  of  weight  gains  of  swine  in  the  . 
presence  of  atrophic  rhinitis  or  as  an  aid 
in  reducing  the  incidence  of  cervical 
abscesses  in  swine ;  its  labeling  bears  ade¬ 
quate  directions  and  warnings  for  sueh 
use;  and  it  contains  not  less  than  50 
grams  of  chlortetracycline  per  ton  of 
feed. 

(25)  It  is  intended  for  use  as  an  aid 
in  the  reduction  of  bacterial  diarrhea 
in  beef  cattle  or  as  an  aid  in  the  pre¬ 
vention  or  treatment  of  bacterial  pneu¬ 
monia  and  shipping  fever  (hemorrhagic 
septicemia)  or  as  an  aid  in  reduction  of 
losses  due  to  respiratory  infection  (in¬ 
fectious  rhinotracheitis-shipping  fever 
complex)  or  as  an  aid  in  the  prevention 
or  treatment  of  foot  rot  in  cattle  or  as 
an  aid  in  the  prevention  of  anaplasmosis 
in  cattle  or  as  an  aid  in  the  prevention 
of  liver  abscesses  in  feed-lot  beef  cattle; 
its  labeling  bears  adequate  directions  and 
warnings  for  such  uses;  and  it  contains 
the  following  quantities  of  chlortetra¬ 
cycline,  by  weight  of  feed,  for  the  condi¬ 
tions  indicated : 

(i)  For  the  prevention  of  anaplas¬ 
mosis:  0.5  milligram  per  pound  of  body 
weight  per  day. 

(ii)  For  the  prevention  or  treatment 
of  foot  rot  in  cattle:  0.1  milligram  per 
pound  of  body  weight  per  day. 

(iii)  As  an  aid  in  the  reduction  of 
bacterial  diarrhea  in  beef  cattle:  0.1  mil-  N 
ligram  per  pound  of  body  weight  per  day. 

(iv)  As  an  aid  in  the  prevention  or 
treatment  of  bacterial  pneumonia  and 
shipping  fever  (hemorrhagic  septicemia) 
or  as  an  aid  in  reduction  of  losses  due  to 
respiratory  infection  (infectious  rhino- 
tracheitis-shipping  fever  complex)  in 
cattle:  350  milligrams  per  head  per  day, 
except  that  if  it  is  intended  for  use  for 
more  than  30  days  it  may  contain 
chlortetracycline,  in  a  quantity  by  weight 
of  feed  to  provide  70  milligrams  per  head 
per  day. 

(v)  As  an  aid  in  the  prevention  of 
liver  abscesses  in  feed-lot  beef  cattle:  70 
milligrams  per  head  per  day. 

(26)  (i)  It  is  intended  for  use  solely 
for  accelerating  weight  gains  -in  beef 
cattle,  and  it  contains  a  quantity  of  di- 
ethylstilbestrol  adequate  to  provide  not 
more  than  10  milligrams  per  head  per 
day  when  fed  in  accordance  with  the 
directions  for  use  that  accompany  the 
feed,  and  there  has  been  submitted  to  the 
Commissioner,  in  triplicate,  adequate  in¬ 
formation  of  the  kind  described  in  §  146.7 
to  establish  the  safety  and  efficacy  of  the 
article  and  to  guarantee  its  identity, 
strength,  quality,  and  purity.  The  ex¬ 
emption  shall  expire  at  the  beginning  of 
any  act  changing  the  composition  or 
labeling  of  such  drug  or  the  methods 
used  in  its  manufacturing,  processing, 
packaging,  or  in  its  labeling,  unless  the 
person  who  obtained  the  exemption  has 
submitted  to  the  Commissioner,  in  trip¬ 
licate,  amended  information  describing 
such  proposed  changes,  and  such  amend¬ 
ment  has  been  accepted  by  the  Commis¬ 
sioner. 

(ii)  It  is  also  intended  for  the  preven¬ 
tion  or  treatment  of  the  diseases  speci¬ 
fied  in  subparagraph  (25)  of  this 
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paragraph,  It  contains  diethylstilbestrol 
in  the  amount  and  under  the  conditions 
set  forth  in  subdivision  (i)  of  this  sub- 
paragraph,  and  it  contains  the  antibiotic 
in  the  amount  specified  in  subparagraph 
(25)  of  this  paragraph. 

(27)  It  is  intended  for  use  as  an  aid 
in  maintaining  or  increasing  egg  produc¬ 
tion,  hatchability  of  eggs,  prevention  of 
early  mortality  of  chicks  when  due  to 
organisms  that  are  sensitive  to  chlortet- 
racycline,  and  for  improving  feed  effi¬ 
ciency  as  related  to  egg  production;  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use;  and  it  contains 
not  less  than  50  grams  of  chlortetra- 
cycline  per  ton  of  feed,  except  that  if  it 
is  intended  for  use  in  the  presence  of 
disease  outbreaks  it  shall  contain  not  less 
than  100  grams  of  chlortetracycline  per 
ton  of  feed. 

(28)  It  is  intended  for  use  solely  as 
an  aid  in  the  prevention  or  control  of 
outbreaks  of  histomoniasis  (‘‘black¬ 
head”)  in  poultry  flocks,  and  it  contains 
carbasone  in  a  quantity,  by  weight  of 
feed,  of  not  less  than  0.05  percent  and 
not  more  than  0.1  percent  (except  that 
if  it  is  intended  for  prevention  of  his¬ 
tomoniasis  in  turkey  flocks  it  contains 
not  less  than  0.0375  percent)  and  there 
has  been  submitted  to  the  jEommissioner, 
in  triplicate,  adequate  information  of 
the  kind  described  in  §  146.7  to  establish 
the  safety  and  efficacy  of  the  article  and 
to  guarantee  its  identity,  strength, 
quality,  and  purity.  The  exemption  shall 
expire  at  the  beginning  of  any  act  chang¬ 
ing  the  composition  of  such  drug,  or  the 
methods  used  in  and  the  facilities  and 
controls  used  for  its  manufacturing, 
processing,  and  packaging,  or  in  its  label¬ 
ing,  unless  the  person  who  obtained  the 
exemption  has  submitted  to  the  Com¬ 
missioner,  in  triplicate,  amended  infor¬ 
mation  that  describes  such  proposed 
changes,  and  such  amendment  has  been 
accepted  by  the  Commissioner. 

(29)  It  is  intended  for  use  solely  as 
an  aid  in  reducing  the  incidence  of  bac¬ 
terial  diarrhea  in  laboratory  mice;  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use;  and  it  contains 
not  less  than  100  grams  of  chlortetra¬ 
cycline  per  ton  of  feed. 

"  (30)  It  is  intended  for  use  as  an  aid 
In  maintaining  or  increasing  egg  produc¬ 
tion  of  chickens,  hatchability  of  eggs, 
prevention  of  early  mortality  of  chicks 
when  due  to  organisms  that  are  sensitive 
to  streptomycin  and  penicillin,  and  for 
improving  feed  efficiency  of  chickens  or 
turkeys;  its  labeling  bears  adequate  di¬ 
rections  and  warnings  for  such  use;  and 
it  contains,  per  ton  of  feed,  18.75  grams 
of  streptomycin  and  3.75  grams  of  peni¬ 
cillin;  except  that  if  it  is  intended  for 
use  in  the  presence  of  disease,  as  an  aid 
in  maintaining  or  increasing  hatchabil¬ 
ity  of  eggs,  or  for  the  prevention  of  early 
mortality  of  chicks,  it  contains  75  grams 
of  streptomycin  and  15  grams  of  peni¬ 
cillin  per  ton  of  feed. 

(31)  It  is  intended  for  use  in  nursing 
sows  to  stimulate  milk  flow;  it  contains 
100  milligrams  of  iodinated  casein  per 
pound;  and  its  labeling  bears  informa¬ 
tion  that  it  is  to  be  administered  as  the 
complete  ration  for  3  days  before  farrow¬ 
ing  and  for  the  first  week  of  lactation. 


It  may  also  be  intended  for  use  in  the 
prevention  or  treatment  of  bacterial 
swine  enteritis  if  it  contains  the  antibi¬ 
otics  in  the  amounts  prescribed  by  this 
section  for  that  disease. 

(32)  It  is  intended  for  use  as  an  aid 
in  the  control  of  infestation  of  large 
roundworms  (Ascaris  suis) ,  nodular 
worm  (Oesophagostemum  dentatum), 
and  whipworm  (Trichuris  suis)  in 
swine;  its  labeling  bears  adequate  direc¬ 
tions  and  warnings  for  such  use,  includ¬ 
ing  a  warning  that  its  use  must  be  dis¬ 
continued  48  hours  before  the  treated 
swine  are  slaughtered  for  human  con¬ 
sumption.  If  it  is  a  complete  feed  it  con¬ 
tains  6,000  units  (6  milligrams)  of 
hygromycin  B  (produced  by  the  growth 
of  Streptomyces  hygrosoopicus)  per 
pound,  or  if  it  is  a  hygromycin  B  feed 
supplement  or  premix  it  contains  not 
more  than  42,000  units  (42  milligrams) 
of  hygromycin  B  per  pound.  It  contains 
less  than  50  grams  of  antibiotics  per  ton 
of  finished  feed.  If  it  is  a  hygromycin  B 
feed  supplement  or  premix  and  it  con¬ 
tains  more  than  42,000  units  of  hygro¬ 
mycin  B  per  pound,  it  shall  be  exempt 
from  certification  only  if  there  has  been 
submitted  to  the  Commissioner,  in  tripli¬ 
cate,  adequate  information  of  the  kind 
described  in  §  146.7  to  establish  the  safety 
and  efficacy  of  the  article  and  to  guar¬ 
antee  its  identity,  strength,  quality,  and 
purity.  Such  exemption  shall  expire  at 
the  beginning  of  any  act  changing  the 
composition  or  labeling  of  such  drug  or 
the  methods  used  in  its  manufacturing, 
processing,  or  packaging,  or  the  facilities 
and  controls  used  for  such  manufactur¬ 
ing,  processing^  or  packaging,  unless  the 
person  who  obtained  the  exemption  has 
submitted  to  the  Commissioner  (in  trip¬ 
licate)  amended  information  describing 
such  proposed  changes,  and  such  amend¬ 
ment  has  been  accepted  by  the  Commis¬ 
sioner.  When  intended  for  the  uses 
specified  in  this  subparagraph,  it  may 
also  contain,  in  the  amount  specified, 
one,  but  only  one,  of  the  ingredients 
prescribed  by  paragraph  (a)  of  this  sec¬ 
tion.  If  it  contains  one  of  the  arsenic 
compounds  prescribed  in  such  para¬ 
graph,  its  labeling  must  bear  a  warning 
that  it  must  be  discontinued  5  days  (in 
lieu  of  48  hours  as  required  in  this  sub- 
paragraph)  before  the  treated  swine  are 
slaughtered  for  human  consumption. 

(33)  It  is  intended  for  use  as  an  aid 
In  reducing  the  incidence  and  severity 
of  bloat  in  cattle  on  legume  pastures;  it 
contains  a  quantity  of  procaine  penicil¬ 
lin  that,  when  used  as  directed  in  the 
labeling,  is  sufficient  to  furnish  each 
treated  bovine  animal  not  less  than  75,- 
000  units  as  a  single  daily  dose;  and,  if 
the  drug  supplement  used  to  prepare  the 
medicated  feed  contains  more  than  2 
percent  moisture,  its  manufacturer  has 
submitted  to  the  Commissioner  informa¬ 
tion  adequate  to  prove  its  stability  for 
6  months  under  customary  conditions 
of  purchase  and  use. 

(34)  It  is  intended  for  use  as  an  aid 
in  the  reduction  of  bacterial  diarrhea  in 
dairy  cattle  or  as  an  aid  in  reduction  of 
losses  due  to  respiratory  infection  (in¬ 
fectious  rhinotracheitis — shipping  fever 
complex)  or  as  an  aid  in  the  prevention 
or  treatment  of  foot  rot  in  cattle;  its 


labeling  bears  adequate  directions  and 
warnings  for  such  uses;  and  it  contain# 
the  following  quantities  of  chlortetr*. 
cycline,  by  weight  of  feed,  for  the  condil 
tions  indicated: 

(i)  For  the  prevention  or  treatment 
of  foot  rot  and  as  an  aid  in  the  reduc¬ 
tion  of  bacterial  diarrhea  in  dairy  cattle* 
0.1  milligram  per  pound  of  body  weight 
per  day. 

(ii)  As  an  aid  in  reduction  of  losses 
due  to  respiratory  infection  (infectious 
rhinotracheitis — shipping  fever  com- 
plex)  in  dairy  cattle:  0.1  milligram  per 
pound  of  body  weight  per  day,  except 
that  if  it  is  intended  for  use  for  more 
than  30  days  it  may  contain  chlortetra¬ 
cycline,  in  a  quantity  by  weight  of  feed 
to  provide  70  milligrams  per  head  per 
day. 

(35)  It  is  intended  for  use  solely  as  an 
aid  in  the  prevention  of  coccidiosis  and 
as  an  aid  in  stimulating  growth  in 
chicken  flocks;  its  labeling  bears  ade¬ 
quate  directions  and  warnings  for  such 
use,  including  a  warning  against  its  use 
in  laying  hens  and  a  warning  that  its 
use  must  be  discontinued  5  days  before 
the  treated  chickens  are  slaughtered  for 
human  consumption;  and  it  contains  in 
a  quantity,  by  weight  of  feed,  0.03  per¬ 
cent  acetyl  (paranitrophenyl)  sulfanila¬ 
mide,  0.025  percent  3,5-dinitrobenza- 
mide,  and  0.005  percent  3-nitro-4-hy- 
droxyphenylarsonic  acid;  it  contains  less 
than  50  grams  of  antibiotics  per  ton  of 
feed;  and  there  has  been  submitted  to 
the  Commissioner,  in  triplicate,  adequate 
information  of  the  kind  described  in 
§  146.7  to  establish  the  safety  and  efficacy 
of  the  article  and  to  guarantee  its  iden¬ 
tity,  strength,  quality,  and  purity.-  The 
exemption  shall  expire  at  the  beginning 
of  any  act  changing  the  composition  of 
such  drug,  or  the  methods  used  in,  and 
the  facilities  and  controls  used  for  its 
manufacturing,  processing,  and  packag¬ 
ing,  or  in  its  labeling,  unless  the  person 
who  obtained  the  exemption  has  sub¬ 
mitted  to  the  Commissioner,  in  triplicate, 
amended  information  that  ^describes 
such  proposed  changes,  and  such  amend¬ 
ment  has  been  accepted  by  the  Com¬ 
missioner. 


h 

5 

6 
o 
n 
tl 
l 
l 
t 


(36)  It  is  intended  for  use  solely  as  an 
aid  in  stimulating  growth  in  chickens 
and  turkeys  and  as  an  aid  in  the  pre¬ 
vention  of  outbreaks  of  histomoniasis 
(blackhead)  in  chickens  and  turkeys  and 
hexamitiasis  in  turkeys;  its  labeling 
bears  adequate  directions  and  warnings 
for  such  use,  including  a  warning  against 
its  use  in  laying  hens  and  a  warning 
that  its  use  must  be  discontinued  24 
hours  before  the  treated  chickens  or 
turkeys  are  slaughtered  for  human  con¬ 
sumption;  and  it  contains  nithiazide 
(l-ethyl-3-(5-nitro-2-thiazolyl)  urea)  in 
a  quantity,  by  weight  of  feed,  of  not  less 
than  0.0125  percent  and  not  more  than 
0.025  percent;  it  contains  less  than  50 
grams  of  antibiotics  per  ton  of  feed;  and 
there  has  been  submitted  to  the  Com¬ 
missioner,  in  triplicate,  adequate  infor¬ 
mation  of  the  kind  described  in  §  146.7 
to  establish  the  safety  and  efficacy  of  the 
article  and  to  guarantee  its  identity, 
strength,  quality,  and  purity.  The  ex¬ 
emption  shall  expire  at  the  beginning  of 
any  act  changing  the  composition  or 
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.  heling  of  such  drug  or  the  methods 
and  the  facilities  and  controls 
Used  for  its  manufacturing,  processing, 
Und  ifeckaging,  or  in  its  labeling,  unless 
Sie  person  who  obtained  the  exemption 
has  submitted  to  the  Commissioner,  in 
triplicate,  amended  information  describ¬ 
ing  such  proposed  changes,  and  such 
amendment  has  been  accepted  by  the 
Commissioner.  When  intended  for  the 
uses  specified  in  this  subparagraph,  it 
may  also  contain,  in  the  amount  speci¬ 
fied  one.  but  only  one,  of  the  ingredi¬ 
ents  prescribed  by  paragraph  (a)  of 
this  section.  If  it  contains  one  of  the 
arsenic  compounds  prescribed  in  para¬ 
graph  (a)  of  this  section,  its  labeling 
must  bear  a  warning  that  it  must  be 
discontinued  5  days  (instead  of  24  hours 
as  required  in  this  subparagraph)  be¬ 
fore  the  treated  chickens  or  turkeys  are 
slaughtered  for  human  consumption. 

(37)  It  is  intended  for  use  Solely  in 
the  prevention  of  outbreaks  of  coccidio- 
sis  and  as  an  aid  in  stimulating  growth 
in  chicken  flbcks;  its  labeling  bears  ade- ^ 
quate  directions  and  warnings  for  such 
use,  including  a  warning  against  its  use 
in  laying  hens  and  a  warning  that  its  use 
must  be  discontinued  4  days  before  the 
treated  chickens  are  slaughtered  for 
human  consumption;  and  it  contains 
glycarbylamide  ( 4 , 5  -imidazole-dicarbox¬ 
amide)  in  a  quantity,  by  weight  of  feed, 
of  not  less  than  0.002  percent  and  not 
more  than  0.006  percent;  it  contains  less 
than  50  grams  of  antibiotics  per  ton  of 
feed;  and  there  has  been  submitted  to 
the  Commissioner,  in  triplicate,  adequate 
information  of  the  kind  described  in 
8146.7  to  establish  the  safety  and  ef¬ 
ficacy  of  the  article  and  to  guarantee  its 
identity,  strength,  quality,  and  purity. 
The  exemption  shall  expire  at  the  be¬ 
ginning  of  any  act  changing  the  compo¬ 
sition  of  such  drug,  or  the  methods  used 
in,  and  the  facilities  and  controls  used 
for  its  manufacturing,  processing,  and 
packaging,  or  in  its  labeling,  unless  the 
person  who  obtained  the  exemption  has 
submitted  to  the  Commissioner,  in  trip¬ 
licate,  amended  information  that  de¬ 
scribes  such  proposed  changes,  and  such 
amendment  has  been  accepted  by  the 
Commissioner.  When  intended  for  the 
uses  specified  in  this  subparagraph,  it 
may  also  contain,  in  the  amount  speci¬ 
fied,  one,  but  only  one;  of  the  ingredients 
prescribed  by  paragraph  (a)  of  this  sec¬ 
tion.  If  it  contains  one  of  the  arsenic 
compounds  prescribed  in  such  para¬ 
graph,  its  labeling  shall  bear  a  warning 
that  it  must  be  discontinued  5  days  (in 
lieu  of  4  days  as  required  in  this  subpara- 
(graph)  before  the  treated  chickens  are 
slaughtered  for  human  consumption. 

(38)  It  is  intended  for  use  solely  for 
accelerating  weight  gains  in  sheep;  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use,  including  a  warn¬ 
ing  that  its  use  must  be  discontinued  48 
hours  before  the  treated  animals  are 
slaughtered  for  human  consumption;  it 
contains  a  quantity  of  diethylstilbestrol 
adequate  to  provide  not  more  than  2 
milligrams  per  head  per  day  when  fed 
in  accordance  with  the  directions  for  use 
that  accompany  the  feed;  it  contains  less 
than  50  grams  of  antibiotics  per  ton  of 
feed;  and  there  has  been  submitted  to 
the  Commissioner,  in  triplicate,  ade- 
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quate  information  of  the  kind  described 
in  §  146.7  to  establish  the  safety  and 
efficacy  of  the  article  and  to  guarantee 
its  identity,  strength,  quality,  and  purity. 
The  exemption  shall  expire  at  the  begin¬ 
ning  of  any  act  changing  the  composi¬ 
tion  or  labeling  of  such  drug,  or  the 
methods  used  in  its  manufacturing, 
processing,  and  packaging,  or  in  its 
labeling,  unless  the  person  who  obtained 
the  exemption  has  submitted  to  the 
Commissioner,  in  triplicate,  amended 
information  describing  such  proposed 
changes,  and  such  amendment  has  been 
accepted  by  the  Commissioner. 

(39)  It  is  intended  for  use  solely  as 
an  aid  in  the  prevention  ‘or  treatment 
of  fowl  typhoid,  paratyphoid,  and  pul- 
lorum  disease  and  as  an  aid  in  stimu¬ 
lating  growth  in  poultry  flocks;  its  la¬ 
beling  bears  adequate  directions  and 
warnings  for  such  use,  including  a  warn¬ 
ing  against  its  use  in  laying  hens  and 
a  warning  that  its  use  must  be  discon¬ 
tinued  48  hours  before  the  treated  ani¬ 
mals  are  slaughtered  for  human  con¬ 
sumption;  and  it  contains  3,5-dinitro- 
benzamide  in  a  quantity,  by  weight  of 
feed,  of  not  less  than  0.075  percent  and 
not  more  than  0.15  percent;  it  contains 
less  than  50  grams  of  antibiotics  per 
ton  of  feed;  and  there  has  been  sub¬ 
mitted  to  the  Commissioner,  in  tripli¬ 
cate,  adequate  information  of  the  kind 
described  in  §  146.7  to  establish  the 
safety  and  efficacy  of  the  article  and  to 
guarantee  its  identity,  strength,  qual¬ 
ity,  and  purity.  The  exemption  shall 
expire  at  the  beginning  of  any  act  chang¬ 
ing  the  composition  or  labeling  of  such 
drug,  or  the  methods  used  in  and  the 
facilities  and  controls  used  for  its  man¬ 
ufacturing,  processing,  and  packaging, 
or  in  its  labeling,  unless  the  person  who 
obtained  the  exemption  has  submitted 
to  the  Commissioner,,  in  triplicate, 
amended  information  that  describes 
such  proposed  changes,  and  such  amend¬ 
ment  has  been  accepted  by  the  Commis¬ 
sioner.  When  intended  for  the  uses 
specified  in  this  subparagraph,  it  may 
also  contain,  in  the  amount  specified, 
one,  but  only  one,  of  the  ingredients  pre¬ 
scribed  by  paragraph  (a)  of  this  section. 
If  it  contains  one  of  the  arsenic  com¬ 
pounds  prescribed  in  paragraph  (a)  of 
this  section,  its  labeling  must  bear  a 
warning  that  it  must  be  discontinued  5 
days  (in  lieu  of  48  hours  as  required  in 
this  subparagraph)  before  the  treated 
chickens  or  turkeys  are  slaughtered  for 
human  consumption. 

(40)  It  is  intended  for  use  as  an  aid  in 
maintaining  or  increasing  egg  produc¬ 
tion,  hatchability  of  eggs,  reduction  of 
the  effects  of  stress,  prevention  of  early 
mortality  of  chicks,  and  reduction  of  the 
effects  of  diseases  when  due  to  organisms' 
that  are  sensitive  to  bacitracin,  for  the 
stimulation  of  appetite,  and  for  improv¬ 
ing  feed  efficiency  as  related  to  egg  pro¬ 
duction;  its  labeling  bears  adequate  di¬ 
rections  and  warnings  for  such  use;  and 
it  contains,  per  ton  of  feed,  the  equiva¬ 
lent  of  50  grams  of  bacitracin  when  fed 
during  the  first  4  to  6  weeks  of  egg  pro¬ 
duction,  and  not  less  than  the  equivalent 
of  10  grams  of  bacitracin  when  fed  dur¬ 
ing  the  remainder  of  the  laying  period; 
except  that  if  it  is  intended  for  use  to 
increase  egg  hatchability  or  prevention 
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of  early  mortality  of  chicks  or  for  use  in 
the  presence  of  disease  outbreaks  or  dur¬ 
ing  periods  of  stress  it  shall  contain  the 
equivalent  of  100  grams  of  bacitracin 
per  ton  of  feed,  and  its  labeling  shall  in¬ 
clude  a  statement  that  at  this  level  it 
shall  be  fed  for  not  more  than  15  days. 

(c)  [Reserved.] 

(d)  Pees:  The  fees  for  the  services 
rendered  with  respect  to  each  applica¬ 
tion  for  an  exemption  from  certification 
under  the  regulations  in  paragraph  (b) 
of  this  section,  and  for  each  amendment 
thereto,  shall  be: 

(1)  $5.00  for  each  medicated  feed 
formula  containing  one  or  more  new4- 
drug  substances  described  in  an  initial 
application. 

(2)  $5.00  for  changes  in  one  or  more 
new-drug  substances  contained  in  a 
medicated  feed  formula  described  in  an 
amendment  to  such  application. 

The  fee  prescribed  by  this  paragraph 
shall  accompany  each  application  and 
each  amendment  to  such  application 
unless  such  fee  is  covered  by  an  advance 
deposit  maintained  in  accordance  with 
§  146.8(d).  ** 


Part  146a — Certification  of  Penicillin 
and  Penicillin-Containing  Drugs 

§  146a. 27  Penicillin  tablets — (a) 
Standards  of  identity,  strength,  quality, 
and  purity.  Penicillin  tablets  are  tablets 
composed  of  sodium  penicillin,  calcium 
penicillin,  potassium  penicillin,  crystal¬ 
line  penicillin  O,  crystalline  penicillin  V, 
crystalline  potassium  penicillin  V, 
benzathine  penicillin  G,  or  procaine' 
penicillin,  with  or  without  one  or  more 
suitable  sympathomimetic  agents,  anal¬ 
gesic  substances,  antihistaminics,  and 
caffeine  and  with  or  without  one  or  more 
suitable  and  harmless  vitamin  sub- 
stahces,  buffer  substances,  diluents, 
binders,  lubricants,  colorings,  and  flavor¬ 
ings.  They  may  also  contain  probenecid 
or  one  or  more  suitable  sulfonamides. 
The  potency  of  each  tablet  is  not  less 
than  50,000  units,  and  if  it  is  less  than 
100,000  units  it  is  unscored.  Its  moisture 
content  is  not  more  than  1.0  percent  if 
it  contains  sodium  penicillin,  calcium 
penicillin,  potassium  penicillin,  or  crys¬ 
talling  penicillin  O;  not  more  than  2.0 
percent  if  it  contains  procaine  penicil¬ 
lin;  not  more  than  3.0  percent  if  it  con¬ 
tains  crystalline  penicillin  V;  and  not 
more  than  8.0  percent  if  it  contains 
benzathine  penicillin  G.  If  it  contains 
crystalline  potassium  penicillin  V,  its 
moisture  content  is  not  more  than  1.5 
percent  unless  the  person  who  requests 
certification  has  submitted  to  the  Com¬ 
missioner  information  adequate  to  prove 
that  his  drug  is  stable  when  it  has  a 
moisture  content  not  exceeding  3  percent. 
The  penicillin  used  conforms  to  the 
standards  prescribed  for  such  drug  by 
the  regulations  in  this  chapter,  except 
the  standards  for  sterility  and  pyrogens. 
Each  other  substance  used,  if  its  name  is 
recognized  in  the  U.  S.  P.  or  N.  F.,  con¬ 
forms  to  the  standards  prescribed  there¬ 
for  by  such  official  compendium. 

(b)  Packaging.  Unless  each  penicil¬ 
lin  tablet  is  enclosed  in  a  foil  or  plastic 
film  and  such  enclosure  Is  a  tight  con¬ 
tainer  as  defined  by  the  U.  S.  P.,  except 
the  provision  that  it  shall  be  capable  of 
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tight  reclosure,  the  immediate  container 
shall  be  a  tight  container  as  so  defined. 
The  immediate  container  may  also  con¬ 
tain  a  desiccant  separated  from  the  tab¬ 
lets  by  a  plug  of  cotton  or  other  like 
material.  The  composition  of  the  im¬ 
mediate  container,  or  of  the  foil  or  film 
enclosure,  shall  be  such  as  will  not  cause 
any  change  in  the  strength,  quality,  or 
purity,  of  the  contents  beyond  any  limit 
therefor  in  applicable  standards,  except 
that  minor  changes  so  caused  which  are 
normal  and  unavoidable  in  good  packag¬ 
ing,  storage,  and  distribution  practice 
shall  be  disregarded.  If  the  penicillin 
tablets  are  freely  soluble,  each  immedi¬ 
ate  container  may  be  packaged  in  com¬ 
bination  with  one  immediate  container 
of  a  suitable  and  harmless  aqueous  ve¬ 
hicle  with  or  without  one  or  more  suit¬ 
able  sulfonamides. 

(c)  Labeling.  Each  package  of  peni¬ 
cillin  tablets  shall  bear,  on  its  label  or 
labeling  as  hereinafter  indicated,  the 
following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark; 

<ii)  The  number  of  units  in  each  tab¬ 
let  of  the  batch; 

(iii)  If  the  batch  contains,  in  addition 
to  penicillin,  one  or  more  of  the  other  ac¬ 
tive  ingredients  specified  in  paragraph 

(a)  of  this  section,  the  name  and  quan¬ 
tity  of  each  such  other  ingredient  in  each 
tablet. 

(iv)  If  the  batch  contains  buffer  sub¬ 
stances,  the  name  of  each  such  sub¬ 
stance  used  in  making  the  batch ; 

(v)  If  it  is  a  packaged  combination  of 
penicillin  tablets  and  a  vehicle  with  or 
without  sulfonamides,  a  statement  giv¬ 
ing  the  method  of  dissolving  the  peni¬ 
cillin;  and 

(vi)  The  statement  “Expiration  date 

_ ,”  the  blank  being  filled 

in  with  one  of  the  following  dates  after 
the  month  during  which  the  batch  was 
certified : 

(a)  If  a  crystalline  penicillin  is  not 
used,  12  months. 

(b)  If  a  crystalline  penicillin  is  used 
and  it  contains  a  vitamin  substance,  18 
months. 

(c)  If  a  penicillin  V  or  potassium  peni¬ 
cillin  V  is  used,  and  it  does  not  contain 
a  vitamin  substance,  24  months. 

(d)  If  a  crystalline  penicillin  other 
than  a  penicillin  V  is  used  and  it  does  not 
contain  a  vitamin  substance,  36  months. 

(e)  In  lieu  of  the  expiration  date  pre¬ 
scribed  above  for  a  drug,  if  the  person 
who  requests  certification  has  submitted 
to  the  Commissioner  results  of  tests  and 
assays  that  show  such  drug  as  prepared 
by  him  is  stable  for  24  months,  36 
months,  48  months,  or  60  months,  such 
date  may  be  used  for  such  drug : 

Provided,  however.  That  such  expiration 
date  may  be  omitted  from  the  immediate 
container  if  such  immediate  container  is 
packaged  in  an  individual  wrapper  or 
container. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer: 

(i)  The  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription,”  unless  it  is  packaged  for  dis¬ 
pensing  and  it  is  intended  solely  for  vet¬ 
erinary  use  and  is  conspicuously  so 
labeled. 


(ii)  If  it  is  packaged  for  dispensing  and 
it  is  intended  for  use  by  man,  a  refer¬ 
ence  specifically  identifying  a  readily 
available  medical  publication  containing 
information  (including  contraindica¬ 
tions  and  possible  sensitization)  ade¬ 
quate  for  the  use  of  such  drug  by  prac¬ 
titioners  licensed  by  law  to  administer  it; 
or  a  reference  to  a  brochure  or  other 
printed  matter  containing  such  informa¬ 
tion,  and  a  statement  that  such  brochure 
or  other  printed  matter  will  be  sent  on 
request:  Provided,  however.  That  this 
reference  may  be  omitted  if  the  informa¬ 
tion  is  contained  in  a  circular  or  other 
labeling  within  or  attached  to  the  pack¬ 
age. 

(3)  On  the  label  and  labeling,  if  it  con¬ 
tains,  in  addition  to  penicillin,  one  or 
more  of  the  other  active  ingredients 
specified  in  paragraph  (a)  of  this  sec¬ 
tion,  after  the  name  “penicillin  tablets,” 
wherever  it  appears,  the  words  “with 

_ (the  blank  being  filled  in  with  the 

common  or  usual  name  of  each  such 
other  ingredient)  ”  in  juxtaposition  with 
such  name. 

(4)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  it 
is  packaged  for  dispensing  and  it  is  in¬ 
tended  solely  for  veterinary  use  and  is 
conspicuously  so  labeled,  adequate  direc¬ 
tions  and  warnings  for  the  veterinary  use 
of  such  drug  by  the  laity.  Such  circular 
or  other  labeling  may  also  bear  a  state¬ 
ment  that  a  brochure  or  other  printed 
matter  containing  information  for  other 
veterinary  uses  of  such  drug  by  a  veteri¬ 
narian  licensed  by  law  to  administer  it 
will  be  sent  to  such  veterinarian  on  re¬ 
quest. 

(d)  Requests  for  certification ;  sam¬ 
ples.  (1)  In  addition  to  complying  with 
the  requirements  of  §  146.2  of  this  chap¬ 
ter,  a  person  who  requests  certification 
of  a  batch  of  penicillin  tablets  shall  sub¬ 
mit  with  his  request  a  statement  showing 
the  batch  mark,  the  number  of  packages 
of  each  size  in  such  batch,  the  batch 
mark  and  (unless  it  was  previously  sub¬ 
mitted)  the  date  on  which  the  latest 
assay  of  the  penicillin  used  in  making 
such  batch  was  completed,  the  number  of 
units  in  each  tablet,  the  quantity  of  each 
ingredient  used  in  making  the  batch,  the 
date  on  which  the  latest  assay  of  the  drug 
comprising  such  batch  was  completed, 
and  a  statement  that  each  ingredient 
used  in  making  the  batch  conforms  to 
the  requirements  prescribed  therefor,  if 
any,  by  this  section. 

(2)  Except  as  otherwise  provided  in 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  represent¬ 
ative  sample  of: 

(i)  The  batch;  average  potency  per 
tablet  and  average  moisture. 

(ii)  The  penicillin  used  in  making  the 
batch;  potency,  toxicity,  moisture,  pH, 
penicillin  K  content  (unless  it  is  crystal¬ 
line  penicillin  G,  crystalline  penicillin  O, 
crystalline  penicillin  V,  or  crystalline  po¬ 
tassium  penicillin  V),  crystallinity  if  it 
is  crystalline  penicillin;  heat  stability  if 
it  is  crystalline  sodium  penicillin,  potas¬ 
sium  penicillin,  or  crystalline  penicillin 
O;  the  penicillin  G  content  if  it  is  a  peni¬ 
cillin  G  or  crystalline  penicillin  O;  the 
penicillin  V  content  if  it  is  a  penicillin  V ; 


and  the  penicillin  O  content  if  it  is  cm. 
talline  penicillin  O. 

(3)  Except  as  otherwise  provided  b» 
subparagraph  (4)  of  this  paragraph, sue? 
person  shall  submit  in  connection  wS 
his  request,  in  the  quantities  herein! 
after  indicated,  accurately  represents, 
tive  samples  of  the  following: 

(i)  The  batch;  one  tablet  for  each 
5,000  tablets  in  the  batch,  but  in  no  case 
less  than  30  tablets  or  more  than  100  tab- 
lets,  collected  by  taking  single  tablets  at 
such  intervals  throughout  the  entire  time 
of  tableting  that  the  quantities  tableted 
during  the  intervals  are  approximately 
equal. 

(ii)  The  penicillin  used  in  making  the 
batch ;  6  packages,  or  in  the  case  of  crys¬ 
talline  penicillin  10  packages,  each  con¬ 
taining  approximately  equal  portions  oi 
not  less  than  60  milligrams,  except  that 
if  it  is  procaine  penicillin,  benzathine 
penicillin  G,  penicillin  V,  or  potassium 
penicillin  V  each  package  shall  contain 
not  less  than  300  milligrams,  packaged 
in  accordance  with  the  requirements  of 
§  146a. 24  (b) ,  146a.44  (b),  146a.68  (b),or 
146a. 103  (b). 

(iii)  In  case  of  an  initial  request,  each 
other  substance  used  in  making  the 
batch;  one  package  of  each,  containing 
approximately  5  grams,  and  if  the  batch 
or  any  part  thereof  is  to  bp  packaged  in 
combination  with  an  aqueous  vehicle, 
or  when  any  change  is  made  in  the 
composition  of  such  vehicle,  five  pack¬ 
ages  of  the  vehicle  included  in  the 
combination. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and  no 
sample  referred  to  in  subparagraph  (3) 
(ii)  of  this  paragraph,  is  required  if  such 
result  or  sample  has  been  previously 
submitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  of 
penicillin  tablets  under  the  regulations 
in  this  part  shall  be: 

(1)  $0.75  for  each  tablet  in  the  sample 
submitted  in  accordance  with  paragraph 
(d)  (3)  (i)  of  this  section;  $4.00  for  each 
package  in  the  samples  submitted  in  ac¬ 
cordance  with  paragraph  (d)  (3)  (ii) 
and  (iii)  of  this  section;  and 

(2)  If  the  Commissioner  considers  that 
Investigations,  other  than  examination 
of  such  tablets  and  packages,  are  neces¬ 
sary  to  determine  whether  or  not  such 
batch  complies  with  the  requirements  of 
§  146.3  of  this  chapter  for  the  issuance 
of  a  certificate,  the  cost  of  such  investi¬ 
gations. 

The  fee  prescribed  by  subparagraph 
(1)  of  this  paragraph  shall  accompany 
the  request  for  certification,  unless  such 
fee  is  covered  by  an  advance  deposit 
maintained  in  accordance  with  §  146.8 
(d)  of  this  chapter. 

(f)  Exemption  of  penicillin  tablets 
from  certification.  Penicillin  tablets, 
with  or  without  added  vitamin  sub¬ 
stances  and  residues  from  streptomyces 
fermentation,  shall  be  exempt  from  the 
requirements  of  sections  502  (1)  and  507 
of  the  act,  if  they  comply  with  the  fol¬ 
lowing  conditions: 

(1)  They  contain  not  more  than  1,000 
units  per  tablet. 

(2)  The  outside  wrapper  or  container 
and  the  immediate  container  bear  an 
expiration  date  that  is  not  more  than 
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<»!  months  after  the  month  during  which 
batch  was  last  assayed  and  released 
hv  the  manufacturer. 

(3)  They  are  intended  to  be  admin¬ 
istered  only  in  the  drinking  water  of 
sultry  for  use  solely  as  a  feed  supple¬ 
ment  and  are  conspicuously  so  labeled; 
they  are  not  represented  for  the  preven¬ 
tion  or  treatment  of  disease;  and  their 
labeling  bears  adequate  directions  for  use 
by  laymen. 

§  l48a.47  Procaine  penicillin  for  aque¬ 
ous  injection — (a)  Standards  of  identity, 
strength,  quality,  and  purity.  Procaine 
penicillin  for  aqueous  injection  is  a  dry 
mixture  of  procaine  penicillin  and  one 
or  more  suitable  and  harmless  suspend¬ 
ing  or  dispersing  agents,  with  or  without 
one  or  more  suitable  and  harmless  pre¬ 
servatives  and  buffer  substances,  or  it  is 
an  aqueous  suspension  of  procaine  pen¬ 
icillin  and  one  or  more  suitable  and 
harmless  suspending  or  dispersing 
agents,  buffer  substances,  and  preserva¬ 
tives,  except  that  preservatives  are  not 
required  if  the  immediate  container  is 
packaged  to  contain  a  single  dose  and 
Is  conspicuously  so  labeled.  If  it  is  an 
aqueous  suspension  of  the  drug,  it  may 
contain  procaine  hydrochloride  in  a  con¬ 
centration  not  exceeding  2.0  percent,  one 
or  more  suitable  and  harmless  stabilizing 
agents,  and,  if  it  is  intended  solely  for 
veterinary  use,  it  may  contain  cortisone 
or  a  suitable  derivative  of  cortisone.  It 
is  so  purified  that: 

(1)  If  it  is  an  aqueous  suspension  of 
the  drug,  each  container  or  each  milli¬ 
liter  shall  contain  not  less  than  300,000 
units; 

(2)  It  is  sterile; 

(3)  If  it  is  the  dry  mixture  of  the 
drug,  its  moisture  content  is  not  more 
than  4.2  percent; 

(4)  It  is  nonpyrogenic; 

(5)  It  is  nontoxic ;  and 

(6)  Its  pH  in  saturated  aqueous  solu¬ 
tion  is  not  less  than  5.0  and  not  more 
than  7.5. 

The  procaine  penicillin  used  conforms 
to  the  requirements  of  §  146a.44  (a). 
Each  other  substance,  if  its  name  is  rec¬ 
ognized  in  the  U.  S.  P.  or  N.  F.,  conforms 
to  the  standards  prescribed  therefor  by 
such  official  compendium. 

(b)  Packaging.  In  all  cases  the  im¬ 
mediate  containers  shall  be  tight  con¬ 
tainers  as  defined  by  the  U.  S.  P.t  shall  be 
sterile  at  the  time  of  filling  and  closing, 
shall  be  so  sealed  that  the  contents  can¬ 
not  be  used  without  destroying  such  seal, 
and  shall  be  of  such  composition  as  will 
not  cause  any  change  in  the  strength, 
quality,  or  purity  of  the  contents  beyond 
any  limit  therefor  in  applicable  stand¬ 
ards,  except  that  minor  changes  so 
abused  which  are  normal  and  unavoid¬ 
able  in  good  packaging,  storage,  and 
distribution  practice  shall  be  disregarded. 
In  case  it  is  packaged  for  dispensing,  it 
shall  be  in  immediate  containers  of  col¬ 
orless,  transparent  glass,  closed  by  a 
substance  through  which  a  hypodermic 
needle  may  be  introduced  and  withdrawn 
without  removing  the  closure  or  destroy¬ 
ing  its  effectiveness,  unless  it  is  the  aque¬ 
ous  suspension  of  the  drug  and  it  is  pack¬ 
aged  to  contain  a  single  dose.  If  it  is 
the  dry  mixture  of  the  drug,  each  such 
container  shall  contain  200,000  units. 
600,000  units,  900,000  units,  1,200,000 
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units,  1,500,000  units,  or  3,000,000  units, 
unless  it  is  intended  solely  for  veterinary 
use  and  it  is  conspicuously  so  labeled. 
Each  such  container  may  be  packaged  in 
combination  with  a  container  of  a  suit¬ 
able  aqueous  diluent.  If  it  is  the  aque¬ 
ous  suspension  of  the  drug,  each  such 
container  shall  contain  not  less  than  1 
milliliter  (unless  it  is  packaged  to  con¬ 
tain  a  single  dose)  and  not  more  than 
12  milliliters  (unless  it  is  intended  solely 
for  veterinary  use  and  is  conspicuously 
so  labeled),  and  each  shall  be  filled  with 
a  volume  in  excess  of  that  designated, 
which  excess  shall  be  sufficient  to  permit 
the  withdrawal  and  the  administration 
of  the  volume  indicated,  whether  admin¬ 
istered  in  either  single  or  multiple  doses. 

(c)  Labeling.  Each  package  shall 
bear  on  its  label  or  labeling  as  hereinafter 
indicated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark; 

(Ii>  The  number  of  units  in  the  im¬ 
mediate  container; 

(iii)  The  statement  "Expiration'  date 

_ ,"  the  blank  being  filled  in,  if  it  is 

a  dry  mixture  of  the  drug,  with  the  date 
which  is  36  months,  or  if  it  is  the  aqueous 
suspension  of  the  drug,  with  the  date 
which  is  12  months  after  the  month  dur¬ 
ing  which  the  batch  was  certified,  ex¬ 
cept  4;hat  the  blank  may  be  filled  in  with 
the  date  which  is  48  months  or  60 
months,  if  it  is  the  dry  mixture  of  the 
drug,  and  18  months  or  24  months, 
if  it  is  the  aqueous  suspension  of  the 
drug,  after  the  month  during  which  the 
batch  was  certified,  if  the  person  who 
requests  certification  has  submitted  to 
the  Commissioner  results  of  tests  and  as¬ 
says  showing  that  after  having  been 
stored  for  such  period  of  time  such  drug 
as  prepared  by  him  complies  with  the 
standards  prescribed  by  paragraph  (a) 
of  this  section:  Provided,  however.  That 
such  expiration  date  may  be  omitted 
from  the  immediate  container  if  such 
immediate  container  is  packaged  in  an 
individual  wrapper  or  container; 

(iv)  The  statement  “For  intramuscu¬ 
lar  use  only” ;  and 

(v)  If  the  drug  contains  preservatives 
or  added  procaine  hydrochloride  or  cor¬ 
tisone  or  a  derivative  of  cortisone,  the 
name  and  quantity  of  each  such  added 
ingredient. 

(2)  On  the  immediate  container,  if  it 

is  a  dry  mixture  of  the  drug,  the  condi¬ 
tions  under  which  suspensions  made 
from  such  drug  should  be  stored,  and  the 
statement  “Sterile  suspension  may  be 
kept  at  room  temperature  for  1  week,  or 
in  a  refrigerator  for  3  weeks,  without  sig¬ 
nificant  loss  of  potency,”  unless  this  in¬ 
formation  is  contained  in  a  circular  or 
other  labeling  within  or  attached  to  the 
package.  I 

(3)  On  the  outside  wrapper  or  con¬ 
tainer  : 

(i)  The  statement  "Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription,”  unless  it  is  packaged  for  dis¬ 
pensing  and  it  is  intended  solely  for 
veterinary  use  and  is  conspicuously  so 
labeled. 

(ii)  If  it  is  packaged  for  dispensing 
and  it  is  intended  for  use  by  man,  a  ref¬ 
erence  specifically  identifying  a  readily 
available  medical  publication  containing 
information  (including  contraindications 
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and  possible  sensitization)  adequate  for 
the  use  of  such  drug  by  practitioners 
licensed  by  law  to  administer  it;  or  a 
reference  to  a  brochure  or  other  printed 
matter  containing  such  information, 
and  a  statement  that  such  brochure 
or  other  printed  matter  will  be  sent  on 
request:  Provided,  however.  That  this 
reference  may  be  omitted  if  the  infor¬ 
mation  is  contained  in  a  circular  or 
other  labeling  within  or  attached  to  the 
package. 

(iii)  If  it  is  intended  solely  for  veteri¬ 
nary  use  and  it  contains  cortisone  or  a 
derivative  of  cortisone,  the  statement 
"Caution:  Federal  law  restricts  this  drug 
to  sale  by  or  on  the  order  of  a  licensed 
veterinarian.” 

(iv)  If  it  is  the  aqueous  suspension 
of  the  drug,  the  statement  "Store  in 
refrigerator  not  above  15*  C.  (59*  F.)” 
or  “Store  below  15*  C.  (59*  F.),”  unless 
the  person  who  requests  certification  has 
submitted  to  the  Commissioner  results  of 
tests  and  assays  showing  that  such  drug 
as  prepared  by  him  complies  with  the 
standards  prescribed  by  paragraph  (a) 
of  this  section  after  having  been  stored 
at  room  temperature. 

(4)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if 
it  is  packaged  for  dispensing  and  it  is 
intended  solely  for  veterinary  use  and  is 
conspicuously  so  labeled,  adequate  di¬ 
rections  and  warnings  for  the  veterinary 
use-  of  such  drug  by  the  laity,  unless  it 
contains  cortisone  or  a  derivative  of  cor¬ 
tisone.*  Such  circular  or  other  labeling 
may  also  bear  a  statement  that  a  bro¬ 
chure  or  other  printed  matter  containing 
information  for  other  veterinary  uses 
of  such  drug  by  a  veterinarian  licensed 
by  law  to  administer  it  will  be  sent  to 
such  veterinarian  on  request. 

(5)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  it 
is  intended  solely  for  veterinary  use  and 
it  contains  cortisone  or  a  derivative  of 
cortisone,  adequate  directions  and  warn¬ 
ings  for  the  veterinary  use  of  such  drug 
by  a  veterinarian  licensed  by  law  to 
administer  it. 

»  (6)  On  the  label  and  labeling,  if  it 
contains  cortisone  or  a  derivative  of 
cortisone,  after  the  name  "procaine 
penicillin  for  aqueous  injection,”  wher¬ 
ever  it  appears,  the  words  “With _ ,” 

in  juxtaposition  with  such  name,  the 
blank  being  filled  in  with  the  common  or 
usual  name  of  each  such  Ingredient. 

(d)  Requests  for  certification;  sam -  . 
pies.  (1)  In  addition  to  complying  with 
the  requirements  of  §  146.2  of  this  chap¬ 
ter,  a  person  who  requests  certification 
of  a  batch  of  procaine  penicillin  for 
aqueous  injection  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark,  the  number  of  packages  of  each 
size  in  such  batch,  the  batch  mark  and 
(unless  it  was  previously  submitted)  the 
date  on  which  the  latest  assay  of  the  pro¬ 
caine  penicillin  used  in  making  such 
batch  was  completed,  the  number  of 
units  in  each  of  such  packages,  the 
quantity  of  each  ingredient  used  in  mak¬ 
ing  the  batch,  the  date  on  which  the  lat¬ 
est  assay  of  the  drug  comprising  such 
batch  was  completed,  and  a  statement 
that  each  ingredient  used  in  making  the 
batch  conforms  to  the  requirements  pre¬ 
scribed  therefor,  if  any,  by  this  section. 

If  such  batch,  or  any  part  thereof,  is  to 
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be  packaged  with  a  solvent,  such  request  under  the  regulations  in  this  part  shall 
shall  also  be  accompanied  by  a  statement  be : 

that  such  solvent  conforms  to  the  re-  (1)  $4.00  for  each  immediate  con- 
quirements  prescribed  therefor  by  this  tainer  in  the  samples  submitted  in  ac- 
section.  cordance  with  paragraph  (d)  (3)  (i) 

(2)  Except  as  otherwise  provided  by  (a),  (ii),  (iii),  (iv),  and  (4)  (i)  of  this 
subparagraph  (5)  of  this  paragraph,  section. 

such  person  shall  submit  in  connection  (2)  $10.00  for  all  containers  submitted 
with  his  request  results  of  the  tests  and  in  accordance  with  paragraph  (d)  (3)  (i) 
assays  listed  after  each  of  the  following,  (b)  and  (4)  (ii)  of  this  section, 
made  by  him  on  an  accurately  represent-  (3)  if  the  Commissioner  considers 
ative  sample  of:  that  investigations,  other  than  examina- 

(i)  The  batch;  potency,  sterility,  mois-  tion  of  such  immediate  containers,  are 

ture,  pyrogens,  toxicity,  pH.  necessary  to  determine  whether  or  not 

(ii)  The  procaine  penicillin  used  in  such  batch  complies  with  the  require- 
making  the  batch;  potency,  crystallinity,  ments  of  §  146.3  of  this  chapter  for  the 
penicillin  K  content  (unless  it  is  pro-  issuance  of  a  certificate,  the  cost  of  such 
caine  penicillin  G) ,  and  the  penicillin  G  investigations. 

c0?^n!if  14  Is  Procaine  penicillin  G.  The  f  prescribed  by  subparagraph 

(3)  Except  a®  otherwise  provided  by  f  thisH paragraph  shall  accompany 

subparapaph  (5)  of  this  paragraph  if  the  st  for  certification  unless  such 
such  batch  is  packaged  for  dispensing.  f  ls  covered  b  an  advance  deposlt 
such  person  shall  submit  in  connection  maintalned  in  accordance  with  §146.8 
with  his  request,  in  the  quantities  here-  thi_  rh_nl._r 

inafter  indicated,  accurately  representa-  (a)  01  tnis  cnapter- 
tive  samples  of  the  following:  5  146a.54  Penicillin-streptomycin  oint - 

(i)  The  batch:  ment  ( penicillin-streptomycin  mineral 

(a)  For  all  tests  except  sterility;  one  oil  suspension ) ;  penicillin-dihydrostrep - 

Immediate  container  for  each  5,000  im-  tomycin  ointment  ( penicillin-dihydro - 
mediate  containers  in  such  batch,  but  in  streptomycin  mineral  oil  suspension .) 
no  case  less  than  10  or  more  than  17  im-  (a)  Penicillin-streptomycin  ointment 
mediate  containers.  and  penicillin-dihydrostreptomycin  oint- 

(b)  For  sterility  testing;  10  immediate  ment  conform  to  all  requirements 

containers.  prescribed  by  §  146a. 26  for  penicillin 

Such  samples  shall  be  collected  by  tak-  'ointment.  e*«P4  Paragraph  (c)  (2)  <1> 

ing  single  immediate  containers  at  such  0  ^  sec^lon’  ai!5  ~  5*  ,a 

intervals  throughout  the  entire  time  of  proce^.res  Prescribed  by  §  146a.26  for 
packaging  the  batch  that  the  quantities  P6^1^1  *n  ointment,  except  t  at . 

packaged  during  the  intervals  are  ap-  ..  }  con^ains  not  less  an  2,000 

units  of  one  or  more  kinds  of  penicillin 
proximateiy  equal.  salt  Der  eram 

making  ESS? <2?  It  contains  not  less  than  10  milli- 
making  the  batch;  3  packages  containing  _ ...  . _ . 

approximately  equal  portions  of  not  less  f  ™ \ 1  ft 

than  500  milligrams  each,  packaged  in  Per  sram,  unless  it  is  intended 

accordance  with  the  requirements  of  s°lely  f°r  u“  and  “  conT 

S  146a  44  (b)  spicuously  so  labeled.  If  the  ointment 

(hi)'  in  case  of  an  Initial  request  for  ls  intended  for  human  use,  the  strepto- 
certification,  each  other  ingredient  used  ”ycm-«r  dihydrostreptomycin  used  con- 

in  making  the  batch;  one  package  of  *«““  ‘hf  ,st“l"d?„,prf?krlbet  by 
each  containing  approximately  5  grams.  4  146b.l01  a  or  '  it6b,103  of  this  chap- 
(iv)  In  case  of  an  initial  request  for  ‘er,  except  the  standards  for  sterility 
the  certification  of  a  batch  of  procaine  t°xlc“y:  Pyrogens  and  histamine.  If 
penicillin  for  aqueous  injection  which  is  the  Ointment  is  intended  solely  for  vet- 
to  be  packaged  in  combination  with  an  “e.  the  streptomycin  or  dihy- 

aqueous  diluent  which  is  not  recognized  drostreptomycin  used  may  conform  to 
by  the  U.  S.  P.,  or  when  any  change  is  ‘he  siapdard?  Prescribed  by  §  146b.ll4 

made  in  the  composition  of  such  diluent,  .c  ,  pter*  ,,  , 

five  packages  of  the  diluent  included  in  (3)  If  it  is  intended  solely  for  veter- 

the  combination.  inary  use  and  is  conspicuously  so  labeled, 

(4)  If  such  batch  is  packaged  for  re-  ^  rTiay.  contain  cortisone  or  a  suitable 

packing,  such  person  shall  submit  with  derivative  of  cortisone,  a  suitable  and 
his  request  a  sample  consisting  of  the  harmless  salt  of  cobalt,  one  or  more 
following:  sulfonamides,  and  one  or  more  suitable 

(i)  For  all  tests  except  sterility;  10  and  harmless  preservatives;  and  if  it  is 

packages.  packaged  and  labeled  solely  Tor  udder 

(ii)  For  sterility  testing;  10  packages,  instillations  of  cattle  it  may  contain 

papain. 

Each  such  package  shall  contain  not  less  (b)  In  ijeu  0f  the  labeling  prescribed 
than  approximately  300  milligrams  for  penicillin  ointment  by  §  146a. 26  (c) 
taken  from  different  parts  of  such  batch,  Q)  (ii)  #  each  package  shall  bear  on  the 
and  each  shall  be  packaged  in  accord-  outside  wrapper  o,r  container  and  the 
ance  with  the  requirements  of  paragraph  immediate  container  the  number  of  units 
/ex  sec1*onV  .  .  .  .  of  each  salt  of  penicillin  per  gram  and 

(5l-No  reSUlt  r®*er^d  *°  m  subpara-  the  number  of  milligrams  of  streptomy- 
graph  (2)  (ii)  of  this  paragraph,  and  cjn  or  dihydrostreptomycin  per  gram, 
no  sample  referred  to  in  subparagraph  and  if  it  contains  cobalt,  preservatives, 
(3)  (ii)  of  this  paragraph,  is  required  if  sulfonamides  or  papain,  the  quantity  of 
such  result  or  sample  has  been  previously  each. 

submitted.  (c)  In  addition  to  complying  with  the 

(e)  Fees.  The  fee  for  the  services  requirements  of  §  146a.26  (d),  a  person 
rendered  with  respect  to  each  batch  who  requests  certification  of  a  batch 


shall  submit  with  his  request  a  state, 
ment  showing  the  batch  mark  and  (uni 
less  it  was  previously  submitted)  the  re! 
suits  and  date  of  the  latest  tests  and 
assays  of  the  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  the  batch 
for  potency,  moisture,  pH,  streptomycin 
content  if  it  is  dihydrostreptomycin,  and 
crystallinity  if  it  is  crystalline  dihydro¬ 
streptomycin  sulfate.  He  shall  also  subi 
mit  in  connection  with  his  request  a 
sample  consisting  of  not  less  than  six 
packages,  or  if  it  contains  two  or  more 
kinds  of  penicillin  salt,  seven  packages 
of  such  ointment  and  (unless  it  *as 
previously  submitted)  a  sample  consist¬ 
ing  of  six  packages  containing  approxi- 
mately  equal  portions  of  not  less  than 
0.5  gram  each  of  the  streptomycin  or 
dihydrostreptomycin  used  in  making  the 
batch,  packaged  in  accordance  with  the 
requirements  of  §  146b. 101  (b)  of  this 
chapter. 

(d)  The  fees  for  the  services  rendered 
with  respect  to  the  samples  submitted  in 
accordance  with  paragraph  (c)  of  this 
section  shall  be : 

(1)  $5.00  for  each  immediate  con¬ 
tainer  of  the  ointment. 

(2)  $4.00  for  each  immediate  con¬ 
tainer  of  streptomycin  or  dihydrostrep¬ 
tomycin. 

§  146a.57  Procaine  penicillin  and  strep¬ 
tomycin  in  oil ;  procaine  penicillin  and 
dihydrostreptomycin  in  oil.  (a)  Pro¬ 
caine  penicillin  and  streptomycin  in  oil 
and  procaine  penicillin  and  dihydro¬ 
streptomycin  in  oil  conform  to  all  re¬ 
quirements  and  to  all  procedures  pre¬ 
scribed  in  §  146a.45  for  procaine  penicil¬ 
lin  in  oil  for  udder  instillations  of  cattle 
or  subcutaneous  injection  in  fowl,  ex¬ 
cept  that: 

(1)  It  contains  not  less  than  2.0  milli¬ 
grams  of  streptomycin  or  dihydro¬ 
streptomycin  per  milliliter.  The  strepto¬ 
mycin  or  dihydrostreptomycin  used  con¬ 
forms  to  the  standards  prescribed  by 
§  146b. 101  (a)  or  §  146b.l03  of  this  chap¬ 
ter,  except  the  standards  for  sterility, 
pyrogens,  and  histamine,  or  by  §  146b.ll4 
(a)  of  this  chapter,  except  that  if  it  is 
intended  for  udder  instillations  of  cattle 
the  streptomycin  or  dihydrostreptomy¬ 
cin  used  conforms  to  the  standards  pre¬ 
scribed  by  §  146b.l01  (a)  or  §  146b.l06of 
this  chapter,  except  the  standards  for 
sterility,  toxicity,  pyrogens,  and  hista¬ 
mine,  or  by  §  146b.  114  (a)  of  this  chap¬ 
ter,  except  the  standard  for  toxicity. 

(2)  It  may  contain  cortisone  or  a  suit¬ 
able  derivative  of  cortisone,  a  suitable 
and  harmless  salt  of  cobalt  and/or  one 
or  more  suitable  sulfonamides  and 
papain,  if  it  is  intended  solely  for  udder 
instillations  of  cattle,  each  of  which,  if 
its  name  is  recognized  in  the  U.  S.  P. 
or  N.  F.,  conforms  to  the  standards  pre¬ 
scribed  therefor  by  such  official  com¬ 
pendium. 

(3)  In  lieu  of  the  labeling  prescribed 
for  procaine  penicillin  in  oil  by  §  146a.45 
(c)  (T)  (ii)  and  (iv),  each  package 
shall  bear  on  the  outside  wrapper  or 
container  and  the  immediate  container 
the  number  of  units  of  penicillin  and 
the  number  of  milligrams  of  strepto¬ 
mycin  or  dihydrostreptomycin  per  milli¬ 
liter  or  prescribed  dose;  if  it  contains 
one  or  more  of  the  active  ingredients 
specified  in  subparagraph  (2)  of  this 
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naragraph,  the  name  and  quantity  of 
iHhT  statement  “For  udder  instilla- 
of  cattle  only”  or  the  statement 
••For  subcutaneous  injection  in  fowl 
only";  and  if  it  is  a  multiple-dose  con¬ 
tainer,  the  statement  “Shake  well.” 
ttieh  package  shall  also  bear  on  its  label 
and  labeling,  if  it  contains  one  or  more 
of  the  other  active  ingredients  specified 
in  subparagraph  (2)  of  this  paragraph, 
after  the  name  “Procaine  penicillin  and 
streptomycin  in  oil”  or  “Procaine  peni¬ 
cillin  and  dihydrostreptomycin  in  oil,” 
wherever  it  appears,  the  words  “with 

_ (the  blank  being  filled  in 

with  the  common  or  usual  name  of  each 
such  other  ingredient) ,”  in  juxtaposition 
with  such  name. 

(4)  In  addition  to  complying  with  the 
requirements  of  §  146a.45  (d) ,  a  person 
who  requests  certification  of  a  batch  of 
procaine  penicillin  and  streptomycin  in 
oil  or  procaine  penicillin  and  dihydro- 
streptomycln  in  oil  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark  and  (unless  it  was  previously  sub¬ 
mitted)  the  results  and  the  date  of  the 
latest  tests  and  assays  of  the  strepto¬ 
mycin  or  dihydrostreptomycin  used  in 
making  the  batch  for  potency,  toxicity, 
(if  it  is  intended  for  subcutaneous  in¬ 
jection  in  fowl),  moisture,  pH,  strep¬ 
tomycin  content  if  it  is  dihydrostrep¬ 
tomycin,  and  crystallinity  if  '  it  is 
crystalline  dihydrostreptomycin;  the 
number  of  units  of  penicillin  and  the 
number  of  milligrams  of  streptomycin  or 
dihydrostreptomycin  in  each  milliliter  of 
the  batch  or  in  each  prescribed  dose. 
He  shall  also  submit  in  connection  with 
his  request  a  sample  consisting  of  not 
less  than  six  immediate  containers  of 
the  batch  and  (unless  it  was  previous¬ 
ly  submitted)  a  sample  consisting  of  six 
packages  containing  approximately 
equal  portions  of  not  less  than  0.5  gram 
each  of  the  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  the  batch, 
packaged  in  accordance  with  the  re¬ 
quirements  of  §  146b.l01  (b)  of  this 
chapter. 

(b)  The  fees  for  the  services  rendered 
in  accordance  with  the  requirements  of 
paragraph  (a)  (4)  of  this  section  shall 

be: 

(1)  $5.00  for  each  immediate  container 
of  the  procaine  penicillin  and  strepto¬ 
mycin  or  dihydrostreptomycin  in  oil 
submitted. 

(2)  $4.00  for  each  immediate  container 
of  streptomycin  or  dihydrostreptomycin 
used  in  making  the  batch. 

§  146a.58  Penicilli n-streptomycin; 
penicillin  -  dihydrostreptomycin  —  (a) 
Standards  of  identity,  strength,  quality, 
and  purity.  Penicillin-streptomycin  and 
penicillin-dihydrostreptomycin  are  pro¬ 
caine  penicillin,  crystalline  sodium  peni¬ 
cillin,  potassium  penicillin,  Z-ephena- 
mine  penicillin  O,  or  diethylaminoethyl 
ester  penicillin  G  hy  dr  iodide  (if  intended 
solely  for  veterinary  use  and  conspicu¬ 
ously  so  labeled)  or  a  mixture  of  two 
or  more  such  salts  and  streptomycin  sul¬ 
fate  or  dihydrostreptomycin  sulfate,  with 
or  without  suitable  and  harmless  buffer 


content  is  not  more  than  4.2  percent. 
When  prepared  for  injection  as  directed 
in  its  labeling,  its  pH  is  not  less  than  5.0 
and  not  more  than  7.5.  The  penicillin 
used  conforms  to  the  requirements  of 
§  146a. 24  (a),  §  146a. 44  (a),  §  146a.64 
(a) ,  or  §  146a.74  (a) .  The  streptomycin 
sulfate  used  conforms  to  the  require¬ 
ments  prescribed  for  streptomycin  sul¬ 
fate  by  §  146b. 101  (a)  of  this  chapter. 
The  dihydrostreptomycin  sulfate  used 
conforms  to  the  requirements  prescribed 
for  dihydrostreptomycin  sulfate  by 
§  146b.l03  of  this  chapter.  Each  other 
substance  used,  if  itsrname  is  recognized 
in  the  U.  S.  P.  or  N.  F.,  conforms  to  the 
standards  prescribed  therefor  by  such 
official  compendium. 

(b)  Packaging.  In  all  cases  the  im¬ 
mediate  containers  shall  be  tight  con¬ 
tainers  as  defined  by  the  U.  S.  P.,  shall 
be  sterile  at  the  time  of  filling  and  clos¬ 
ing,  shall  be  so  sealed  that  the  contents 
cannot  be  used  without  destroying  such 
seal,  and  shall  be  of  such  composition  as 
will  not  cause  any  change  in  the 
strength,  quality,  or  purity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  ap¬ 
plicable  standards,  except  that  minor 
changes  so  caused  that  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded.  In  case  it  is  packaged  for 
dispensing  it  shall  be  in  immediate  con¬ 
tainers  of  colorless  (unless  it  is  intended 
solely  for  veterinary  use),  transparent 
glass,  closed  by  a  substance  through 
which  a  hypodermic  needle  may  be  intro¬ 
duced  and  withdrawn  Without  removing 
the  closure  or  destroying  its  effectiveness. 
Unless  it  is  intended  solely  for  veterinary 
use  and  is  conspicuously  so  labeled  or  it 
is  a  single-dose  container  that  contains 
not  less  than  300,000  units,  each  such 
container  shall  contain  300,000  units, 
600,000  units,  900,000  units,  1,500,000 
units,  or  3,000,000  units  of  procaine 
penicillin,  crystalline  sodium  penicillin, 
potassium  penicillin,  or  Z-ephenamine 
penicillin  G  and  not  less  than  0.25  gram 
of  streptomycin  or  dihydrostreptomycin 
for  each  300,000  units  of  penicillin,  ex¬ 
cept  that  if  it  is  a  mixjture  of  two  salts  of 
penicillin  it  shall  contain  not  less  than 
100,000  units-of  crystalline  sodium  peni¬ 
cillin  or  potassium  penicillin  for  each 
300,000  units  of  procaine  penicillin. 
Each  such  container  may  be  packaged  in 
combination  with  a  container  of  a 
solvent  consisting  of  water  for  injection 
U.  S.  P.,  dextrose  injection  U.  S.  P.,  or 
sodium  chloride  injection  U.  S.  P. 

(c)  Labeling.  Each  package  shall 
bear  on  its  label  or  labeling  as  herein¬ 
after  indicated  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(i)  The  batch  mark; 

(ii)  The  number  of  units  of  each  salt 
of  penicillin  in  the  immediate  container; 

(iii)  The  number  of  grams  of  strep¬ 
tomycin  or  dihydrostreptomycin  in  the 
immediate  container; 

(iv)  The  statement  “Expiration  date 

_ ,”  the  blank  being  filled  in  with 

the  date  that  is  48  mbnths  after  the 


flcation  has  submitted  to  the  Commis¬ 
sioner  results  of  tests  and  assays  showing 
that  after  having  been  stored  for  such 
period  of  tim^  such  drug  as  prepared  by 
him  complies  with  the  standards  pre¬ 
scribed  by  paragraph  (a)  of  this  section, 
and  except  that  in  no  case  shall  the 
blank  be  filled  in  with  the  date  that  is 
more  than  24  months  after  the  month 
in  which  the  batch  was  certified  if  it  con¬ 
tains  diethylaminoethyl  ester  penicillin 
G  hydriodide:  Provided,  however.  That 
such  expiration  date  may  be  omitted 
from  the  immediate  container  if  such 
immediate  container  is  packaged  in  an 
individual  wrapper  or  container;  >* 

(v)  The  statement.  “For  intramuscu¬ 
lar  use  only”;  if  it  contains  diethylami¬ 
noethyl  penicillin  G  hydriodide,  the 
statement  “For  veterinary  use  only”; 
and 

(vi)  The  statement  "For  manufactur¬ 
ing  use,”  “For  repacking,”  or  “For  manu¬ 
facturing  use  or  repacking,”  when  pack¬ 
aged  for  repacking  or  for  use  as  an  ingre¬ 
dient  in  the  manufacture  of  another 
drug,  as  the  case  may  be. ' 

(2)  On  the  outside  wrapper  or  con¬ 
tainer  the  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription,”  unless  it  is  packaged  for  dis¬ 
pensing  and  it  is  intended  solely  for 
veterinary  use  and  is  conspicuously  so 
labeled. 

(3)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  it 
is  packaged  for  dispensing: 

(i)  If  it  is  intended  for  use  by  man, 
adequate  directions  and  warnings  for  its 
use  by  practitioners  licensed  by  law  to 
administer  such  drug. 

(ii)  If  it  is  intended  solely  for  veteri¬ 
nary  use  and  is  conspicuously  so  labeled, 
adequate  directions  and  warnings  for  the 
veterinary  use  of  such  drug  by  the  laity. 
Such  circular  or  other  labeling  may  also 
bear  a  statement  that  a  brochure  or 
other  printed  matter  containing  infor¬ 
mation  for  other  veterinary  uses  of  such 
drug  by  a  veterinarian  licensed  by  law  to 
administer  it  will  be  sent  to  such  veteri¬ 
narian  on  request. 

(d)  Request  for  certification;  samples. 
(1)  In  addition  to  complying  with  the 
requirements  of  §  146.2  of  this  chapter, 
a  person  who  requests  certification  of  a 
batch  of  penicillin  and  streptomycin  or 
penicillin  and  dihydrostreptomycin  shall 
submit  with  his  request  a  statement 
showing  the  batch  mark,  the  nuSnber 
of  packages  of  each  size  in  such  batch, 
the  number  of  units  of  each  salt  of  peni¬ 
cillin,  and  the  number  of  grams  of  strep¬ 
tomycin  or  dihydrostreptomycin  in  each 
package,  the  batch  marks,  and  (unless 
they  were  previously  submitted)  the 
dates  on  which  the  latest  assays  of  the 
penicillin  and  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  such  batch 
were  completed,  the  date  on  which  the 
latest  assay  of  the  drug  comprising  such 
batch  was  completed,  the  quantity  of 
each  ingredient  used  in  making  the 
batch  and  a  statement  that  each  such 
ingredient  conforms  to  the  requirements 
prescribed  therefor  by  this  section.  If 
such  batch,  or  any  part  thereof,  is  to  be 


substances  and  suspending  or  dispersing  .  month  in  which  the  batch  was  certified,  packaged  with  a  solvent,  such  request 
agents.  Each  drug  is  sterile,  nontoxic,  \except  that  the  blank  may  be  filled  in  shall  also  be  accompanied  by  a  state- 
and  nonpyrogenic.  Its  moisture  content  with  the  date  that  is  60  months  after  ment  that  such  solvent  conforms  to  the 
is  not  more  than  3.5  percent,  except  if  it  the  month  during  which  the  batch  was  requirements  prescribed  therefor  by  this 


contains  procaine  penicillin  its  moisture  certified  if  the  person  who  requests  certi-  section. 
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(2)  Except  as  otherwise  provided  by  (vi)  The  streptomycin  or  dihydro-  (1)  It  contains  the  equivalent  of  not 

subparagraph  (5)  of  this  paragraph,  streptomycin  used  in  making  the  batch;  less  than  500  units  of  bacitracin  nS* 
such  person  shall  submit  in  connection  6  packages  containing  approximately  gram,  except  if  it  is  intended  for  udder 
with  his  request  results  of  the  tests  and  equal  portions  of  not  less  than  0.5  gram  instillation  in  cattle  each  dose,  as  h* 

assays  listed  after  each  of  the  following,  each,  packaged  in  accordance  with  the  ommended  in  its  labeling,  shall  contain 

made  by  him  on  an  accurately  repre-  requirements  of  §  146b.l01  (b)  of  this  not  less  than  the  equivalent  of  5,000  unit*  * 
sentative  sample  of :  chapter.  of  bacitracin.  The  bacitracin  used  con- 

(i)  The  batch;  potency,  sterility,  <vii)  In  case  of  an  initial  request  for  forms  to  the  standards  prescribed  therei 

toxicity,  pyrogens,  moisture,  pH.  certification,  each  other  ingredient  used  for  by  §  146e.401  (a)  of  this  chapter  ex- 

(ii)  Tlie  procaine  penicillin  used  in  in  making  the  batch;  one  package  of  cept  paragraph  (a)  (2),  (3),  (4), 

making  the  batch;  potency,  crystallinity,  each  containing  approximately  5  grams.  (8)  of  that  section.  The  bacitracin 
penicillin  K  content  (unless  it  is  pro-  (4)  If  such  batch  is  packaged  for  re-  methylene  disalicylate  used  conforms  to 
caine  penicillin  G),  and  the  penicillin  G  packing,  such  person  shall  submit  with  the  requirements  of  §  146e.416  (a)  of  this 

content  if  it  is  procaine  penicillin  G.  his  request  a  sample  consisting  of  the  chapter. 

(iii)  The  crystalline  sodium  or  potas-  following:  *  (2)  In  addition  to  the  labeling  pre- 

sium  penicillin  used  in  making  the  (i)  For  all  tests  except  sterility;  12  scribed  by  §  146a. 54  (b),  each  package 

batch;  potency,  crystallinity,  heat  sta-  approximately  equal  portions  of  at  least  shall  bear  on  the  outside  wrapper  or 

bility,  penicillin  K  content  (unless  it  is  2  grams.  container  and  the  immediate  container 

crystalline  penicillin  G),  and  the  peni-  (ii)  For  sterility  testing;  10  approxi-  the  number  of  units  of  bacitracin  or  bad- 
cillin  G  content  if  it  is  crystalline  peni-  mately  equal  portions  of  at  least  0.5  tracin  methylene  disalicylate  per  gram 
cillin  G.  gram.  of  ointment. 

Each  such  portion  shall  be  taken  from  a  with 

used  in  making  the  batch,  potency,  different  nart  of  such  batch  and  each  QUirements  of  §  146a. 54  (c),  a  person 

crystallinity  heat  stability,  penicillin  G  shan  be  packagS  in  a  separate  container  who  requests  certification  of  a  batch 

non,-  and  in  accordance  with  the  requirements  shall  submit  with  his  request  a  statement 

(v)  The  diethylaminoethyl  ester  peni-  f  h  f  certinn  showing  the  batch  mark  and  (unless  pre- 

clUin  G  hydriodide  used  in  making  the  g*  Ng0  resUitreferred  to  in  subpara-  ™usl5;  ,s“b”ittcd)  tbe  «sults  “d  the 

batch;  potency,  crystallinity,  and  peni-  „h  ,,,  ,L,  <vii  date  of  the  latest  tests  and  assays  of  the 

or  dfbvdro  K wwtiZ i> Taints  re-  bacitracin  or  bacitracin  methyl™. =  di- 
.1 '  . .^1. .  l.°  1 1 .  i  f erred  to  in  subparagraph  (3)  <ii>,  <iii>,  sahcylate  used  in  making  the  batch  for 

„£££*  SVSSU *  «v>  ■  <v» .  and  <vii>  of  this  paragraph  are  pote^i  Tk'  P,H'  and  a5h„C0n5t- 

potency,  histamine  content,  streptomy-  ’i  d  if  h  £  *  nip  hnt.  He  shall  also  submit  m  connection  with 

cin  content  if  it  is  dihydrostreptomycin,  bSn  nrev  nusW  snhmH  ed  his  request  a  sample  consisting  of  not  less 

and  crystaUinity  if  it  is  crystalline  dihy-  b  p  ZJl  ,  1  '  th  ,  than  7  packages  of  such  ointment  ami 

drostreptomycin.  JV  5  * “JP ?  (unless  it  was  previously  submitted)  a 

(3)  Except  as  otherwise  provided  by  sample  consisting  of  6  packages  contain- 

subparagraph  (5)  of  this  paragraph,  if  der  the  regulations  m  this  part  shall  be.  ing  appr0ximately  equal  portions  of  not 

such  batch  is  packaged  for  dispensing,  ,(1)  *4-00  for  each  in?m*~a,te.  con“  less  than  0.5  gram  each  of  the  bacitracin 
such  person  shall  submit  in  connection  tamer  in  the  samples  submitted  in  ac-  or  bacitracin  methylene  disalicylate  used 
with  his  request  in  the  quantities  here-  ^ordance  with  Paragraph  (3)  in  making  the  batch,  packaged  in  accord- 

inafter  indicated  accurately  representa-  (111)»  (1V>*  (v)  *  (V1)*  and  (vn)  of  this  ance  with  the  requirements  of  §  146e.401 
tive  samples  of  the  following:  section;  $5.00  for  each  immediate  con-  0f  this  chapter. 

(i)  The  batch:  „  tainer  submitted  in  accordance  with  (b)  The  fees  for  the  services  rendered 

(a)  For  all  tests  except  sterility;  one  Paragraph  <d)  (3)  (i)  (a)  and  (4)  (l)  Wjth  respect  to  the  samples  submittal 
immediate  container  for  each  5,000  im-  01  section;  $10.00  for  all  immediate  in  acC0rdance  with  paragraph  (a)  (3)  of 
mediate  containers  in  such  batch,  but  containers  submitted  m  accordance  with  this  section  shall  be: 

in  no  case  less  than  12  or  more  than  19  Paragraph  (d)  (3)  d)  (o)  and  (d)  (4)  a)  $6.00  for  each  immediate  con- 

immediate  containers.  U1)  of  thls  sectlon*  tainer  of  ointment  submitted. 

(b)  For  sterility  testing ;  10  immediate  If  the  Commissioner  considers  (2)  $4.00  for  each  immediate  con- 

containersr  that  investigations  other  than  examina-  tainer  of  bacitracin  or  bacitracin  methyl- 

e  .  ,  .  „  .  .......  tion  of  such  immediate  containers  are  ene  disalicylate  submitted. 

Such  samples  shall  be  collected  by  tak-  necessary  to  determine  whether  or  not 

ing  single  immediate  containers  at  such  such  batch  complies  with  the  require-  §  146a.84  Penicillin  and  dihydrostrep- 

intervals  throughout  the  entire  time  of  ments  of  §  146.3  of  this  chapter  for  the  tomy  cin- streptomy  cin  sulfates,  procaine 
packaging  the  batch  that  the  quantities  issuance  of  a  certificate,  the  cost  of  such  penicillin  in  dihydrostreptomycin-strev- 
packaged  during  the  intervals  are  investigations.  tomycin  sulfates  solution — (a)  Stand- 

approximately  equal.  &  ards  of  identity,  strength,  quality,  and 

(ii)  The  procaine  penicillin  used  in  .  Prescnked  by  subparagraph  (1)  purity.  Penicillin  and  dihydrostrepto- 

making  the  batch;  3  packages  contain-  ^1S  ParagraPh  shall  accompany  the  mycin-streptomycin  sulfates  and  pro- 
ing  approximately  equal  portions  of  not  feQuest  for  certification  unless  such  fee  caine  penicillin  in  dihydrostreptomycin¬ 
less  than  0.5  gram  each  packaged  in  ac-  1S  covei]ec*  °y  a^1  advance  deposit  n^am-  streptomycin  sulfates  solution  conform 
cordance  with  the  requirements  of  tained  in  accordance  with  §  146.8  <d)  of  to  the  standards  prescribed  by  §  146b.ll3 
§  146a.44  (b).  -  chapter.  ,  (a)  of  this  chapter  for  dihydrostrepto- 

(iii)  The  crystalline  penicillin  used  in  §  146a.70  Penicillin-streptomycin  mycin-streptomycin  sulfates,  except 
making  the  batch;  3  packages  contain-  bacitracin  ointment;  penicillin-dihydro-  that: 

ing  approximately  equal  portions  of  not  streptomycin-bacitracin  ointment ;  peni-  (1)  It  contains  dry  procaine  penicil- 
less  than  250  milligrams  each  packaged  cillin- streptomycin-bacitracin  methyl-  lin,  benzathine  penicillin  G,  crystalline 
in  accordance  with  the  requirements  of  ene  disalicylate  ointment;  penicillin-di-  penicillin  O,  chloroprocaine  penicillin  O, 
§  146a.24  (b).  hydrostreptomycin-bacitracin  methyl-  crystalline  sodium  penicillin  or  potas- 

(iv)  The  Z-ephenamine  penicillin  G  ene  disalicylate  ointment — (a)  Penicil-  sium  penicillin,  or  a  mixture  of  any  com¬ 

used  in  making  the  batch;  3  packages  lin-streptomycin-bacitracin  ointment,  bination  of  such  salts,  or  it  contains  pro- 
containing  approximately  equal  portions  penicillin-dihydrostreptomycin-  bacitra-  caine  penicillin  suspended  in  an  aqueous 
of  not  less  than  0.5  gram  each  packaged  cin  ointment,  penicillin-streptomycin-  solution  of  dihydrostreptomycin-strepto- 
in  accordance  with  the  requirements  of  bacitracin  methylene  disalicylate  oint-  mycin  sulfates.  The'  procaine  penicil- 
§  146a.64  (b).  ment,  and  penicillin-dihydrostreptomy-  lin  used  conforms  to  the  requirements 

(v)  The  diethylaminoethyl  ester  peni-  cin-bacitracin  methylene  disalicylate  prescribed  by  §  146a.44  (a) .  The  crystal- 

cillin  G  hydriodide  used  in  making  the  ointment  conform  to  all  requirements  line  penicillin  used  conforms  to  tl)e  re- 
batch;  3  packages  containing  approxi-  prescribed  by  §  146a.54  for  penicillin-  quirements  prescribed  for  crystalline 
mately  equal  portions  of  not  less  than  0.5  streptomycin  ointment  and  penicillin-  penicillin  by  §  146a .24  (a).  The  benza- 
gram  each,  packaged  in  accordance  with  dihydrostreptomycin  ointment,  except  thine  penicillin  G  used  conforms  to  the 
§  146a.74  (b).  that:  ,  requirement  prescribed  by  §  146a.68  (a). 
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-The  crystalline  penicillin  O  used  con¬ 
firms  to  the  requirements  prescribed  by 
s  146a  24  (a) .  The  chloroprocaine  peni- 
•inn  O  used  conforms  to  the  require- 
3s prescribed  by  §  146a.79  (a). 

(2)  It  may  contain  suitable  and  harm¬ 
less  buffer  substances,  preservatives, 
suspending,  dispersing,  and  stabilizing 
agents  Each  such  substance,  if  its 
name  is  recognized  in  the  U.  S.  P.  or 
conforms  to  the  standards  pre¬ 
scribed  therefor  by  such  official  com- 


^3)  The  moisture  content  of  the  dry 
mixture  is  not  more  than  3.5  percent, 
except  if  it  contains  procaine  penicillin 
or  chloroprocaine  penicillin  O,  its  mois¬ 
ture  content  is  not  more  than  4.2  percent, 
and  if  it  contains  benzathine  penicillin 
G  its  moisture  content  is  not  more  than 
6  percent. 

(4)  The  pH  of  a  solution  or  a  suspen¬ 
sion  prepared  as  directed  in  its  labeling 
Is  not  less  than  5.0  and  not  more  than 
7.5. 

(b)  Packaging.  It  shall  be  packaged 
in  accordance  with  the  requirements 
prescribed  by  §  146b.ll3  (b)  of  this 
chapter,  except  that  each  immediate 
copfftinftr  or  each  milliliter  shall  contain 
not  less  than  300,060  units  of  penicillin, 
0.15  gram  dihydrostreptomycin,  and  0.15 
gram  streptomycin. 

(c)  Labeling.  If  it  is  the  dry  mixture. 
It  shall  be  labeled  in  accordance  with  the 
requirements  prescribed  by  §  146a.58  (c), 

,  except  that  each  package  shall  bear  on 
the  outside  wrapper  or  container  and 
the  immediate  container  the  number  of 
units  of  each  salt  of  penicillin,  the  num¬ 
ber  of  grams  of  dihydrostreptomycin, 
and  the  number  of  grams  of  streptomy¬ 
cin  in  the  immediate  container.  If  it  is 
the  suspension  of  the  drug,  it  shall  be 
labeled  in  accordance  with  the  require¬ 
ments  prescribed  by  §  146a.67  (c) ,  except 
that  each  package  shall  bear  on  the  out¬ 
side  wrapper  or  container  and  the  im¬ 
mediate  container  the  number  of  units 
of  procaine  penicillin,  the  number  of 
grams  of  dihydrostreptomycin,  and  the 
nujnber  of  grams  of  streptomycin  in 
each  milliliter  in  the  immediate  con¬ 
tainer. 

(d)  Request  for  certification;  samples. 

(1)  In  addition  to  complying  with  the  re¬ 
quirements  of  §  146b. 113  (d)  (1)  of  this 
chapter,  a  person  who  requests  certifica¬ 
tion  of  a  batch  shall  submit  a  statement 
showing  the  dates  on  which  the  latest 
assays  of  the  penicillin  used  in  making 
the  batch  were  completed  (unless  they 
were  previously  submitted),  the  batch 
marks,  and  the  content  of  each  salt  of 
penicillin  in  each  container. 

(2)  Except  as  otherwise  provided  by 
subparagraph  (5)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request,  results  of  the  tests  and 
assays  listed  after  each  of  the  following 
made  by  him  on  an  accurately  represent¬ 
ative  sample  of: 

(i)  The  batch:  content  ofl  each  salt  of 
penicillin,  content  of  dihydrostreptomy¬ 
cin  and  streptomycin,  sterility,  toxicity, 
Pyrogens,  moisture  (if  it  is  the  dry  mix¬ 
ture),  and  pH. 

(ii)  The  procaine  penicillin  used  in 
taking  the  batch;  potency,  crystallinity, 
Penicillin  K  content  (unless  it  is  peni¬ 
cillin  O)  and  the  penicillin  G  content  if 
It  Is  procaine  penicillin  G. 


(lii)  The  crystalline  sodium  or  potas¬ 
sium  penicillin  used  in  making  the 
batch;  potency,  crystallinity,  heat  stabil¬ 
ity,  pencillin  K  content  (unless  it  is  crys¬ 
talline  penicillin  G),  and  the  penicillin 
G  content  if  it  is  crystalline  penicillin  G. 

(iv)  The  benzathine  penicillin  G  used 
in  making  the  batch;  potency,  crystal¬ 
linity,  and  penicillin  G  content. 

(v)  The  crystalline  penicillin  O  used 
in  making  the  batch;  potency,  crystal¬ 
linity,  heat  stability,  penicillin  O  con¬ 
tent,  and  penicillin  G  content. 

(vi)  The  chloroprocaine  penicillin  O 
used  In  making  the  batch;  potency, 
crystallinity,  chloroprocaine  penicillin  O 
content,  and  chloroprocaine  penicillin  G 
content. 

(vii)  The  dihydrostreptomycin  and 
streptomycin  used  in  making  the  batch; 
potency,  histamine  content,  and  crystal¬ 
linity  if  it  is  crystalline  dihydrostrep¬ 
tomycin. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (5)  of  this  paragraph,  if 
such  batch  is  packaged  for  dispensing 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  Indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(i)  The  batch: 

(a)  For  all  tests  except  sterility;  one 
immediate  container  for  each  5,000  im¬ 
mediate  containers  in  such  batch,  but  in- 
no  case  less  than  13  (14,  if  it  contains 
benzathine  penicillin  G)  or  more  than  19 
immediate  containers. 

(b)  For  sterility  testing:  10  immedi¬ 
ate  containers. 

Such  samples  shall  be  collected  by  tak¬ 
ing  single  immediate  containers  at  such 
intervals  throughout  the  entire  time  of 
packaging  the  batch  that  the  quanti¬ 
ties  packaged  during  the  intervals  are 
approximately  equal. 

(ii)  The  procaine  penicillin  used  in 
making  the  batch;  3  packages  contain¬ 
ing  approximately  equal  portions  of  not 
less  than  0.5  gram,  each  packaged  in 
accordance  with  the  requirements  of 
§  146a.44  (b) . 

(iii)  The  crystalline  penicillin  used  in 
making  the  batch;  3  packages  contain¬ 
ing  approximately  equal  portions  of  not 
less  than  250  milligrams,  each  packaged 
in  accordance  with  the*  requirements  of 
§  146a.24  (b) . 

(iv)  The  benzathine  penicillin  G  used 
in  making  the  batch;  3  packages  con¬ 
taining  approximately  equal  portions  of 
not  less  than  0.5  gram  each,  packaged 
in  accordance  with  the  requirements  of 
§  146a. 68  (b). 

(v)  The  crystalline  penicillin  O  and 

the  chloroprocaine  penicillin  O  used  in 
making  the  batch;  3  packages  of  each, 
containing  approximately  equal  por¬ 
tions  of  not  less  than  300  milligrams 
each,  packaged  in  accordance  with  the 
requirements  of  §  146a.24  (b)  and 

§  146a. 79  (b). 

(vi)  The  dihydrostreptomycin  and 
streptomycin  used  in  making  the  batch; 
6  packages  of  each  salt  containing  ap¬ 
proximately  equal  portions  of  not  less 
than  0.5  gram,  each  packaged  in  ac¬ 
cordance  with  the  requirements  of 
§  146b. 101  (b)  of  this  chapter. 

(vii)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient 
used  in  making  the  batch;  one  package 


of  each  containing  approximately  5.0 
grams. 

(4)  If  such  batch  is  packaged  for  re¬ 
packing  such  person  shall  submit  with 
his  request  a  sample  consisting  of  the 
following: 

(i)  For  all  tests  except  sterility;  13 
(14,  if  it  contains  benzathine  penicillin 
G)  approximately  equal  portions  of  at 
least  2.0  grams. 

(ii)  For  sterility  testing;  10  approxi¬ 
mately  equal  portions  of  at  least  0.5 
gram. 

Each  such  portion  shall  be  taken  from 
a  different  part  of  such  batch  and  each 
shall  be  packaged  in  a  separate  con¬ 
tainer  and  in  accordance  with  the  re¬ 
quirements  of  paragraph  (b)  of  this 
section. 

(5)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii),  (iii),  (iv),  (v),  (vi),  and 
(vii)  of  this  paragraph,  and  no  sample 
referred  to  in  subparagraph  (3)  (ii), 

(iii),  (iv),  (v),  and  (vi)  of  this  para¬ 
graph,  is  required  if  such  result  or  sam¬ 
ple  has  been  previously  submitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch 
under  the  regulations  in  this  part 
shall  be:  v 

(1)  $4.00  for  each  immediate  contain¬ 
er  submitted  in  accordance  with  para¬ 
graph  (d)  (3)  (ii),  (iii).  (iv),  (v),  (vi), 
and  (vii)  of  this  section;  $6.00  for  each 
immediate  container  submitted  in  ac¬ 
cordance  with  paragraph  (d)  (3)  (i)  (a) 
and  (4)  (i)  of  this  section;  $10.00  for  all 
containers  submitted  in  accordance  with 
paragraph  (d)  (3)  (i)  (b)  of  this  sec¬ 
tion;  $10.00  for  all  containers  submitted 
in  accordance  with  paragraph  (d)  (4) 
(ii)  of  this  section. 

(2)  If  the  Commissioner  considers 
that  investigations  other  than  examina¬ 
tion  of  such  immediate  containers  are 
necessary  to  determine  whether  or  not 
such  batch  complies  with  the  require¬ 
ments  of  §  146.3  of  this  chapter  for  the 
issuance  of  a  certificate,  the  cost  of  such 
investigation. 

The  fee  prescribed  by  subparagraph  (1) 
of  this  paragraph  shall  accompany  the 
request  for  certification  unless  such  fee 
is  covered  by  an  advance  deposit  main¬ 
tained  in  accordance  with  §  146.8  (d) 
of  this  chapter. 

§  146a. 108  Procaine  penicillin-strep¬ 
tomycin-polymyxin  in  oil;  procaine  pen¬ 
icillin  -dihydrostreptomycin  -  polymyxin 
in  oil ;  procaine  penicillin-streptomycin- 
polymyxin  ointment;  procaine  p enicillin- 
dihydrostreptomycin-polymyxin  oint¬ 
ment.  Procaine  penicillin-streptomy¬ 
cin-polymyxin  in  oil,  procaine  penicillin- 
dihydrostreptomycin-polymyxin  in  oil, 
procaine  penicillin-s’treptomycin-poly- 
myxin  ointment,  and  procaine  penicil¬ 
lin  -  dihydrostreptomycin  -  polymyxin 
ointment  conform  to  all  requirements 
and  are  subject  to  all  procedures  pre¬ 
scribed  by  §  146a.54  for  procaine  penicil¬ 
lin-streptomycin  ointment  or  procaine 
penicillin-dihydrostreptomycin  ointment 
or  by  §  146a.57  for  procaine  penicillin 
and  streptomycin  in  oil  or  procaine  pen¬ 
icillin  and  dihydrostreptomycin  in  oil, 
except  that: 

(a)  They  contain  not  less  than  50,000 
units  of  polymyxin  B  per  single-dose 
container.  The  polymyxin  B  used  con- 
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forms  to  the  requirements  prescribed  for 
polymyxin  B  by  §  146b.l07  (a)  of  this 
chapter,  except  the  standard  prescribed 
for  toxicity  (unless  it  is  intended  for  sub¬ 
cutaneous  injection  in  fowl) . 

(b)  In  lieu  of  the  labeling  prescribed 
by  §  146a. 54  (b)  or  §  146a.57  (a)  (3) , 
each  package  shall  bear  on  the  outside 
wrapper  or  container  and  the  imme¬ 
diate  container  the  number  of  units 
of  penicillin,  the  number  of  milli¬ 
grams  of  streptomycin  or  dihydrostrep¬ 
tomycin,  and  the  number  of  units  of 
polymyxin  B  per  milliliter  or  per  gram  or 
per  prescribed  dose;  if  it  contains  one  or 
more  of  the  active  ingredients  specified 
in  §  146a. 54  (a)  (3)  or  §  146a.57  (a)  (2), 
the  name  and  quantity  of  each;  the 
statement  “For  udder  instillation  of  cat¬ 
tle  only”;  and  the  statement  ‘‘Expiration 

date _ : _ ,”  the  blank 

being  filled  in  with  the  date  that  is  12 
months  after  the  month  duriqg  which 
the  batch  was  certified.  Each  package 
shall  also  bear  on  its  label  and  labeling, 
if  it  contains  one  or  more  of  the  active 
ingredients  specified  in  §  146a. 54  (a)  (3) 
or  §  146a. 57  (a)  (2) ,  after  the  name  “pro¬ 
caine  penicillin-streptomycin-polymyxin 
in  oil,”  “procaine  penicillin-dihydro- 
streptomycin-polymyxin  in  oil,”  “pro¬ 
caine  penicillin-streptomycin-polymyxin 
ointment,”  or  “procaine  penicillin-dihy- 
drostreptomycin-polymyxin  ointment,” 
wherever  it  appears,  the  words  “with 

_ (the  blank  being 

filled  in  with  the  common  or  usual  name 
of  each  such  ingredient) ,”  in  juxtaposi¬ 
tion  with  such  name. 

(c)  In  addition  to  complying  with  the 
requirements  of  §  146a.54  (c)  or  §  146a.57 

(a)  (4),  a  person  who  requests  certifica¬ 
tion  of  a  batch  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark  and  (unless  it  was  previously  sub¬ 
mitted)  the  results  and  date  of  the 
latest  tests  and  assays  of  the  polymyxin 
used  in  making  the  batch  for  potency 
and  toxicity.  He  shall  also  submit  in 
connection  with  his  request  a  sample 
consisting  of  not  less  than  7  immediate 
containers  of  the  batch  and  (unless  it 
was  previously  submitted)  a  sample 
consisting  of  5  packages  containing 
equal  portions  of  not  less  than  0.5  gram 
each  of  the  polymyxin  used  in  making 
the  batch. 

(d)  The  fees  for  the  services  rendered 
with  respect  to  the  samples  submitted  in 
accordance  with  the  requirements  of 
paragraph  (c)  of  this  section  shall  be: 

(1)  $6.00v  for  each  immediate  con¬ 
tainer  of  the  batch. 

(2)  $4.00  for  each  immediate  con¬ 
tainer  of  the  polymyxin  used  in  making 
the  batch. 


Part  146b — Certification  of  Strepto¬ 
mycin  (or  Dihydrostreptomycin)  and 
Streptomycin-  (or  Dihydrostrepto¬ 
mycin-)  Containing  Drugs 

§  146b  112  Streptomycin  for  inhala¬ 
tion  therapy  ,*  dihydrostreptomycin  for 
inhalation  therapy — (a)  Standards  of 
identity,  strength,  quality,  and  purity. 
Streptomycin  for  inhalation  therapy 
and  dihydrostreptomycin  for  inhala¬ 
tion  therapy  are  streptomycin  or  dihy¬ 
drostreptomycin,  with  or  without  one  or 
more  suitable  and  harmless  diluents. 


If  It  is  intended  for  human  use,  the 
streptomycin  or  dihydrostreptomycin 
used  conforms  to  the  standards  pre¬ 
scribed  by  §  146b.l01  (a)  or  §  146b.l03, 
except  the  standards  for  sterility  and 
pyrogens,  and  except  that  if  it  is  pack¬ 
aged  with  inert  gases  its  moisture  con¬ 
tent  is  not  more  than  0.5  percent.  If  it  is 
intended  solely  for  veterinary  use,  the 
streptomycin  or  dihydrostreptomycin 
used  may  conform  to  the  standards  pre¬ 
scribed  by  §  146b.ll4  (a),  except  that  if 
it  is  packaged  with  inert  gases  its  mois¬ 
ture  content  is  not  more  than  0.5  percent. 
Each  other  substance  used,  if  its  name 
is  recognized  in  the  U.  S.  P.  or  N.  F.,  con¬ 
forms  to  the  standards  prescribed  there¬ 
for  by  such  official  compendium. 

(b)  Packaging.  The  immediate  con¬ 
tainer  of  streptomycin-  for  inhalation 
therapy  and  dihydrostreptomycin  for 
inhalation  therapy  shall  be  a  tight  con¬ 
tainer  as  defined  by  the  U.  S.  P.;  its 
closure  shall  be  one  through  which  a 
hypodermic  needle  cannot  be  intro¬ 
duced;  and  the  container  shall  be  of 
such  composition  as  will  not  cause  any 
change  in  the  strength,  quality,  or  purity 
of  the  contents  beyond  any  limit  there¬ 
for  in  applicable  standards,  except  that 
minor  changes  so  caused  which  are  nor¬ 
mal  and  unavoidable  in  good  packaging, 
storage,  and  distribution  practice  shall 
be  disregarded.  Each  such  container 
shall  contain  not  less  than  50  milligrams, 
and  may  contain  one  or  more  suitable 
and  harmless  inert  gases  or  each  may 
be  packaged  in  combination  with  a  con¬ 
tainer  of  a  suitable  and  harmless 
solvent. 

(c)  Labeling.  Each  package  shall  bear 
on  its  label  or  labeling  as  hereinafter  in¬ 
dicated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark. 

(ii)  The  number  of  milligrams  in  the 
immediate  container,  or  (if  it  is  pack¬ 
aged  with  one  or  more  inert  gases), 
the  number  of  grams  that  shall  be 
ejected  when  used  as  directed  in  the 
labeling. 

(iii)  The  statement  “Expiration  date 

- ,”  the  blank  being  filled  in  with 

the  date  which  is  24  months  if  it  is  pack¬ 
aged  with  inert  gases,  or  48  months 
after  the  month  during  which  the  batch 
was  certified;  except  that  if  it  is  pack¬ 
aged  with  inert  gases  the  blank  may  be 
filled  in  with  the  date  that  is  36  months 
after  the  month  during  which-  the  batch 
was  certified  if  the  person  who  requests 
certification  has  submitted  to  the  Com¬ 
missioner  results  of  tests  and  assays 
showing  that  after  having  been  stored 
for  such  period  of  time  such  drug  as 
prepared  by  him  complies  with  the 
standards  prescribed  by  paragraph  (a) 
of  this  section:  Provided,  however. 
That  such  expiration  date  may  be 
omitted  from  the  immediate  container  if 
such  immediate  container  is  packaged  in 
an  individual  wrapper  or  container.  . 

(iv)  The  statement  “Warning — Not 
for  injection.” 

(2)  On  the  outside  wrapper  or  con¬ 
tainer: 

(i)  The  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription,”  unless  it  is  packaged  for 


dispensing  and  it  is  intended  solely  fa 
veterinary  use  and  is  conspicuous!*  Z 
labeled.  ^  80 

(ii)  If  it  is  packaged  for  dispensfa, 
and  it  is  intended  for  use  by  man  i 
reference  specifically  identifying  aread 
ily  available  medical  publication  cm. 
taining  information  (including  contra^ 
indications  and  possible  sensitization) 
adequate  for  the  use  of  such  drug  fa 
practitioners  licensed  by  law  to  ad- 
minister  it;  or  a  reference  to  a  brochure  1 
or  other  printed  matter  containing  such 
information,  and  a  statement  that  such 
brochure  or  other  printed  matter  will  fa 
sent  on  request:  Provided,  however,  That 
this  reference  may  be  omitted  if  the  fa. 
formation  is  contained  in  a  circuit  or 
other  labeling  within  or  attached  to  the 
package. 

(3)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package/Uit 
is  packaged  for  dispensing  and  it  is  fa. 
tended  solely  for  veterinary  use  and  is 
conspicuously  so  labeled,  adequate  direc- 
tions  and  warnings  for  the  veterinary 
use  of  such  drug  by  the  laity.  Such  cir¬ 
cular  or  other  labeling  may  also  bear  a 
statement  that  a  brochure  or  other ) 
printed  matter  containing  information 
for  other  veterinary  uses  of  such  drug 
by  a  veterinarian  licensed  by  law  to  ad¬ 
minister  it  will  be  sent  to  such  veter¬ 
inarian  on  request. 

(d)  Request  for  certification;  sampla. 
(1)  In  addition  to  complying  with  the 
requirements  of  §  146.2  of  this  chapter,  a 
person  who  requests  certification  of  a 
batch  of  streptomycin  for  inhalation 
therapy  or  dihydrostreptomycin  for  in¬ 
halation  therapy  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark,  the  number  of  packages  of  each 
size  in  the  batch,  the  number  of  milli¬ 
grams  in  each  package,  and  (unless  it 
was  previously  submitted)  the  date  on 
which  the  latest  assay  of  the  drug  com¬ 
prising  such  batch  was  completed.  Such 
request  shall  be  accompanied  or  followed 
by  the  results  of  tests  and  assays  made 
by  him  on  the  batch  for  potency  and 
moisture  if  the  streptomycin  or  dihydro¬ 
streptomycin  has  been  previously  sub¬ 
mitted,  or  for  potency,  toxicity,  moisture, 
pH,  histamine  content  (unless  it  is  in¬ 
tended  solely  for  veterinary  use) ,  strep¬ 
tomycin  content  if  it  is  dihydrostrep¬ 
tomycin,  and  crystallinity  if  it  is 
crystalline  dihydrostreptomycin,  if  the 
streptomycin  or  dihydrostreptomycin 
has  not  been  previously  submitted.  If 
such  batch,  or  any  part  thereof,  is  to  be 
packaged  in  combination  with  a  con¬ 
tainer  of  a  solvent,  such  request  shall 
also  be  accompanied  by  a  statement  that 
such  solvent  conforms  to  the  require¬ 
ments  prescribed  therefor  by  this  section. 

(2)  Such  person  shall  submit  with  his 
request  accurately  representative  sam¬ 
ples  of  the  following: 

(i)  The  batch: 

(a)  If  the  streptomycin  or  dihydro¬ 
streptomycin  used  has  been  previously 
submitted;  one  immediate  container  for 
each  5,000  immediate  containers  in  the 
batch,  but  in  no  case  less  than  5  imme¬ 
diate  containers  (or  if  it  is  packaged 
with  inert  gases,  not  less  than  7  im¬ 
mediate  containers  and  not  more  than 
12  immediate  containers) ,  or  more  than 
12  immediate  containers. 
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Thursday,  August  21,  1958 

Oi)  If  the  streptomycin  or  dihydro- 
-treptomycin  used  has  not  been  previ- 
submitted;  one  immediate 
Xainer  for  each  5,000  immediate  con¬ 
fers  in  the  batch,  but  in  no  case  less 
12  immediate  containers  or  more 
tkan  25  immediate  containers. 

such  sample  shall  be  collected  by  taking 
ringie  immediate  containers  at  such  in¬ 
tervals  throughout  the  entire  time  of 
packaging  the  batch  that  the  quantities 
jackaged  during  the  intervals  are  ap¬ 
proximately  equal. 

(ii)  If  it  is  packaged  with  inert  gases 
and  the  streptomycin  or  dihydrostrepto- 
mycin  used  has  not  been  previously  sub¬ 
mitted;  5  packages  containing  approxi¬ 
mately  equal  portions  of  not  less  than 
05  gram  each,  packaged  in  accordance 
with  the  requirements  of  §  146b.l01  (b) . 

(iii)  In  case  of  an  initial  request  for 
the  certification  of  a  batch  which  is  to  be 
packaged  in  combination  with  a  solvent 
tfhich  is  not  recognized  by  the  U.  S.  P., 
or  when  any  change  is  made  in  the  com¬ 
position  of  such  solvent,  five  packages  of 
the  solvent  included  in  the  combination. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  un¬ 
der  the  regulations  in  this  part  shall  be: 

(1)  $4  .00  for  each  immediate  container 
In  the  samples  submitted  in  accordance 
with  paragraph  (d)  (2)  (i)  and  (ii)  of 
this  section. 

(2)  If  the  Commissioner  considers  that 
Investigations  other  than  examination 
of  such  immediate  containers  are  neces¬ 
sary  to  determine  whether  or  not  such 
batch  complies  with  the  requirements  of 
1146.3  of  this  chapter  for  the  issuance 
of  a  certificate,  the  cost  of  such  inves¬ 
tigations. 

The  fee  prescribed  by  subparagraph  (1) 
of  this  paragraph  shall  accompany  the 
request  for  certification  unless  such  fee 
is  covered  by  an  advance  deposit  main¬ 
tained  in  accordance  with  §  146.8  (d)  of 
this  chapter. 

(f)  Exemption  of  streptomycin  for  in¬ 
halation  therapy  and  dihydrostrepto¬ 
mycin  for  inhalation  therapy  for 
veterinary  use  from  certification.  Strep¬ 
tomycin  for  inhalation  '■therapy  and 
dihydrostreptomycin  for  inhalation 
therapy  that  conform  to  the  require¬ 
ments  of  paragraphs  (a),  (b),  and  (c) 
of  this  section  shall  be  exempt  from  the 
requirements  of  section  502  (1)  and  507 
of  the  act,  if  they  comply  with  all  the 
following  conditions: 

(1)  They  are  intended  solely  for  vet¬ 
erinary  use  and  are  conspicuously  so 
labeled. 

(2)  The  labels  bear  an  expiration  date 
that  is  not  more  than  48  months  after 
the  month  during  which  the  batch  was 
last  assayed  and  released  by  the  manu¬ 
facturer,  except  that  such  date  is  not 
more  than  36  months  if  it  is  packaged 
with  inert  gases. 

(3)  The  circular  or  other  labeling 
within  or  attached  to  the  package  bears 
information  that  the  antibiotics  are  for 

only  in  the  prevention  or  treatment 
of  chronic  respiratory  disease  (air-sac 
infection)  in  chickens  and  bears  direc¬ 
tions  and  warnings  adequate  for  such 
use. 
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§  146b.ll5  Streptomycin  sulfate  pow¬ 
der  oral  veterinary;  streptomycin  sulfate 
granules  oral  veterinary;  dihydrostrep - 
tomycin  sulfate  powder  oral  veterinary; 
dihydrostreptomycin  sulfate  granules 
oral  veterinary;  dihydrostreptomycin 
hydrochloride  powder  oral  veterinary; 
dihydrostreptomycin  hydrochloride 
granules  oral  veterinary — (a)  Stand¬ 
ards  of  identity,  strength,  quality,  and 
purity.  Streptomycin  sulfate  powder 
oral  veterinary,  streptomycin  sulfate 
granules  oral  veterinary,  dihydrostrep¬ 
tomycin  sulfate  powder  oral  veterinary, 
dihydrostreptomycin  sulfate  granules 
oral  veterinary,  dihydrostreptomycin 
hydrochloride  powder  oral  veterinary, 
and  dihydrostreptomycin  hydrochloride 
granules  oral  veterinary  are  streptomy¬ 
cin  sulfate  veterinary,  dihydrostrepto¬ 
mycin  sulfate  veterinary,  or  dihydro¬ 
streptomycin  hydrochloride  veterinary, 
with  or  without  one  or  more  suitable  and 
harmless  diluents  and  stabilizing  agents 
and  with  or  without  one  or  more  suitable 
sulfonamides.  Its  potency  is  not  less 
than  3.75  grams  per  pound.  Its  moisture 
content  is  not  more  than  7.0  percent. 
The  streptomycin  or  dihydrostreptomy¬ 
cin  used  conforms  to  the  standards  pre¬ 
scribed  by  §  146b.ll4  (a).  Each  other 
ingredient  used,  if  its  name  is  recognized 
in  the  U.  S.  P.  or  N.  F.,  conforms  to  the 
standards  prescribed  therefor  by  such 
official  compendium. 

(b)  Packaging,  in  all  cases  the  im¬ 
mediate  containers  shall  be  tight  con¬ 
tainers  as  defined  by  the  U.  S.  P.  The 
composition  of  the  immediate  contain¬ 
ers  shall  be  such  as  will  not  cause  any 
change  in  the  strength,  quality,  or  purity 
of  the  contents  beyond  any  limit  there¬ 
for  in  applicable  standards,  except  that 
minor  changes  so  caused  which  are  nor¬ 
mal  and  unavoidable  in  good  packaging, 
storage,  and  distribution  practice  shall 
be  disregarded. 

(c)  Labeling.  Each  package  shall 
bear  on  its  label  or  labeling  as  herein¬ 
after  indicated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(i)  The  batch  mark. 

(ii)  The  number  of  milligrams  of 
streptomycin  or  dihydrostreptomycin  per 
gram  and  the  number  of  grams  in  the 
immediate  container. 

(iii)  If  it  contains  one  or  more  sul¬ 
fonamides,  the  name  and  quantity  of 
each  such  ingredient. 

(iv)  The  statement  “Expiration  date 

- ,”  the  blank  being  filled 

in  with  the  date  which  is  36  months 
after  the  month  during  which  the  batch 
was  certified,  except  that  the  blank  may 
be  filled  in  with  the  date  that  is  48 
months  after  the  month  during  which 
the  batch  was  certified  if  the  person  who 
requests  certification  has  submitted  to 
the  Commissioner  results  of  tests  and 
assays  showing  that  after  having  been 
stored  for  such  period  of  time  such  drug 
as  prepared  by  him  complies  .with  the 
standards  prescribed  by  paragraph  (a) 
of  this  section  and  except  that  if  the  po¬ 
tency  of  the  batch  is  less  than  150  grams 
per  pound  the  blank  is  filled  in  with  the 
date  that  is  12  months  after  the  month 
during  which  the  batch  was  certified: 
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Provided,  however.  That  such  expiration 
date  may  be  omitted  from  the  immediate 
container  if  such  immediate  container  is 
packaged  in  an  individual  wrapper  or 
container. 

(v)  The  statement  "For  oral  veteri¬ 
nary  use  only.” 

(vi)  The  statement  "For  manufactur¬ 
ing  use,”  “For  repacking,"  or  “For  manu¬ 
facturing  use  or  repacking,"  when  pack¬ 
aged  for  repacking  or  for  use  as  an 
ingredient  in  the  manufacture  of  another 
drug,  as  the  case  may  be. 

(2)  On  the  label  and  labeling,  if  it 
contains  one  or  more  sulfonamides,  after 
the  name  "streptomycin  sulfate  powder 
oral  veterinary,”  “streptomycin  sulfate 
granules  oral  veterinary,”  "dihydro¬ 
streptomycin  sulfate  powder  oral  veteri¬ 
nary,”  “dihydrostreptomycin  sulfate 
granules  oral  veterinary,”  “dihydrostrep¬ 
tomycin  hydrochloride  powder  oral 
veterinary,”  or  “dihydrostreptomycin 
hydrochloride  granules  oral  veterinary," 
wherever  such  name  appears,  the  words 
“with  sulfonamide (s),”  in  juxtaposition 
with  such  name. 

(3)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  ade¬ 
quate  directions  and  warnings  for  the 
veterinary  use  of  such  drug  by  the  laity. 
Such  circular  or  other  labeling  may  also 
bear  a  statement  that  a  bronchure  or 
other  printed  matter ,  containing  infor¬ 
mation  for  other  veterinary  uses  of  such 
drug  by  a  veterinarian  licensed  by  law  to 
administer  it  will  be  sent  to  such  veteri¬ 
narian  on  request. 

(d)  Request  for  certification;  samples. 
(1)  In  addition  to  complying  with  the 
requirements  of  8  146.2  of  this  chap¬ 
ter,  a  person  who  requests  certifica¬ 
tion  of  a  batch  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark,  the  number  of  packages  of 
each  size  in  such  batch,  the  batch 
mark  and  (unless  it  was  previously  sub¬ 
mitted)  the  date  on  which  the  latest 
assay  of  the  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  such  batch 
was  completed,  the  quantity  of  each  in¬ 
gredient  used  in  making  the  batch,  the 
date  on  which  the  latest  assay  of  the 
drug  comprising  such  batch  was  com¬ 
pleted,  and  a  statement  that  each  other 
ingredient  used  conforms  to  the  require¬ 
ments  prescribed  therefor,  if  any,  by  this 
section. 

(2)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(i)  The  batch;  pdtency  and  moisture. 

(ii)  The  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  the  batch; 
potency,  toxicity,  moisture,  pH,  and 
streptomycin  content  if  it  is  dihydro¬ 
streptomycin. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  herein¬ 
after  indicated,  accurately  representative 
samples  of  the  following: 

(i)  The  batch;  one  immediate  con¬ 
tainer  for  each  5,000  immediate  con- 
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tainers  In  the  batch,  but  in  no  case  less  comply  with  all  the  following  condi-  -unavoidable  in  good  packaging,  storage 
than  5  immediate  containers  or  more  tions:  and  distribution  practice  shall  be  dis' 

than  12  immediate  containers,  unless  (1)  The  labels  bear  an  expiration  date  regarded. 

each  such  container  is  packaged  to  con-  that  is  not  more  than  48  months  after  (c)  Labeling.  Each  package  shall 

tain  more  than  15  grams,  in  which  case  the  month  during  which  the  batch  was  bear  on  its  label  or  labeling,  as  herein, 
the  sample  shall  consist  of  15  grams  for  last  assayed  and  released  by  the  manu-  after  indicated,  the  following: 
each  5,000  immediate  containers  in  the  facturer.  (1)  On  the  outside  wrapper  or  con. 

batch,  but  in  no  case  less  than  five  15-  (2)  If  they  contain  added  vitamins  tainer  and  the  immediate  container; 

gram  portions  or  more  than  twelve  15-  or  minerals,  the  labels  bear  the  name  (i)  The  batch  mark, 

gram  portions.  Such  samples  shall  be  and  quantity  of  each  such  substance  (ii)  The  number  of  milligrams  of 

collected  by  taking  single  immediate  and  a  statement  that  such  substances  are  streptomycin  or  dihydrostreptomycin, 
containers  or  15-gram  portions  at  such  present  only  for  furnishing  additional  the  number  of  milligrams  of  neomycin* 
intervals  throughout  the  entire  time  of  vitamins  and  minerals  while  animals  are  and  the  number  of  units  of  polymyxin  8 
packaging  the  batch  that  the  quantities  eating  less  feed.  in  each  gram  of  the  batch, 

packaged  during  the  intervals  are  ap-  (3)  The  labels  bear  a  statement  that  (iii)  If  the  batch  contains  one  or  more 
proximately  equal.  solutions  prepared  with  the  drugs  are  sulfonamides,  the  name  and  quantity  of 

(ii)  The  streptomycin  or  dihydro-  stable  for  not  more  than  24  hours.  each  such  ingredient  per  gram  of  the 

streptomycin  used  in  making  the  batch;  (4)  The  circular  or  other  labeling  batch.  / 

6  packages  containing  approximately  within  or  attached  to  the,  package  bears  (iv)  The  statement  “For  veterinary 
equal  portions  of  not  less  than  1.0  gram  information  that  only  the  antibiotics  use  only." 

each,  packaged  in  accordance  with  the  are  intended  for  the  prevention  or  treat-  (v)  The  statement  "Expiration  date 
requirements  of  §  146b.l  14  (b).  ment  of  the  following  conditions,  and  - ,”  the  blank  being  filled  in  with 

(iii)  In  case  of  an  initial  request  for'  further,  bears  directions  and  warnings  the  date  that  is  18  months  after  the 

certification,  the  other  ingredients  used  adequate  for  such  use:  month  during  which  the  batch  was  cer- 

in  making  the  batch;  one  package  of.  (i)  Bacterial  enteritis  in  swine.  tified :  Provided,  however.  That  such  ex- 

each  containing  approximately  5  grams.  (ii)  Bacterial  calf  scours.  piration  date  may  be  omitted  from  the 

(4)  No  result  referred  to  in  subpara-  (iii)  Chronic  respiratory  disease  (air-  immediate  container  if  such  immediate 

graph  (2)  (ii)  of  this  paragraph,  and  no  sac  injection)  in  chickens.  container  is  packaged  in  an  individual 

sample  referred  to  in  subparagraph  (3)  (iv)  Blue  comb  (mud  fever,  nonspe-  wrapper  or  container. 

(ii)  of  this  paragraph,  is  required  if  such  cific  infectious  enteritis)  in  poultry.  (2)  On  the  circular  or  other  labeling 

result  or  sample  has  been  previously  sub-  §  146b  124  streptomycin-polymyxin -  witbin  °r  attached  to  the  package,  Re¬ 
mitted.  neomvcin  ointment  •  dihvdrostrevtomv -  quate  directlons  and  warnings  for  the 

(e)  Fees.  The  fee  for  the  services  veterinary  use  of  such  drug  by  the  laity. 

rendered  with  respect  to  each  batch  standards  of  identity  strenath  aualitv  Such  circular  or  other  labeling  may  also 
under  the  regulations  in  this  part  shall  bear  a  statement  that  a  brochure  or 

be:  other  Panted  matter  containing  infer- 

(1)  $4.00  for  each  immediate  con-  mation  for  other  veterinary  uses  of  such 

tainer  in  the  samples  submitted  in  ac-  drug  by  a  veterinarian  licensed  by  lav 

cordance  with  paragraph  (d)  (3)  (i).  arne  to  administer  it  will  be  sent  to  such 

(ii).  and  (iii)  of  this  section;  and  veterinarian  on  request. 

(2)  If  the  Commissioner  considers  ab  e  a^d  harmless  ointment  base,  with  Requests  for  certification;  sam- 

that  investigations  other  than  the  exami-  ^^out  one  or  mo^  suitable  sul-  pZes  (1)  In  addition  to  complying  with 
nation  of  such  immediate  containers  are  the  requirements  of  §  146.2  of  this  chi- 

necessary  to  determine  whether  or  not  and  harmless  dispersing  and  suspending  ter>  a  person  who  requests  certiflcatior 
such  batch  complies  with  the  require-  agents‘  Their  moisturecontent  is  not  of  a  batcb  shall  submit  with  his  request 
ments  of  §  146.3  of  this  chapter  for  the  m01,e  .^ian  *  Percent.  Then-  potency  is  a  statement  showing  the  batch  marl 

issuance  of  a  certificate,  the  cost  of  such  such  that.when  used  as  directed  in  their  and  (Unjess  they  were  previously  sub 

investigations.  labeling  each  dose  shall  contain  not  less  mitted)  the  dates  on  which  thTlrts 

than  250  milligrams  of  streptomycin  or  nf  ctrnntnmvrin  nr  dihvdm 

The  fee  prescribed  by  subparagraph  (1)  dihydrostreptomycin,  100,000  units  of  SS?tomvcta  nclvmvSnB  andneX 
of  this  paragraph  shall  accompany  the  polymyxin  B,  and  150  milligrams  of  *to useTto maS^ch  batch  ™ 

request  for  certification  unless  such  fee  neomycin.  The  streptomycin  used  con-  ^mDleted  th^  auantftv  of  ea^h  sad 

is  covered  by  an  advance  deposit  main-  forms  to  the  requirements  of  §  146b.l01  fn^edient  used  in  making  the  b^teh  th 

S,aXrda“e  W“h  51468  <d>  ',a)  !2)'  <3)’  <4>h  "n“  th™aS  as“ t 

of  this  chapter.  and  (5).  The  dihydrostreptomycm  used  - - - 
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his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa- 
samples  of  the  following: 

(i)  The  batch:  1  immediate  container 
/nr  each  5,000  immediate  containers  in 
the  batch  but  in  no  case  less  than  7 
immediate  containers  or  more  than  12 
immediate  containers,  collected  by  tak- 
ioTsingle  immediate  "containers  at  such 
intervals  throughout  the  entire  time  of 
Packaging  the  batch  that  the  quantities 
packaged  during  the  intervals  are  ap¬ 
proximately  equal. 

01)  The  streptomycin  or  dihydro- 
streptomycin  used  in  making  the  batch: 

6  packages  containing  approximately 
equal  portions  of  not  less  than  0.5  gram 
each,  packaged  in  accordance  with  the 
requirements  of  §  146b.l01  (b). 

(iii)  The  polymyxin  B  used  in  making 
the  batch:  5  packages  containing  ap¬ 
proximately  equal  portions  of  not  less 
than  0.5  gram  each. 

(v)  In  case  of  an  initial  request  for 
certification,  the  ingredients  used  in 
making  the  batch:  1  package  of  each 
ointment-base  ingredient,  containing 
approximately  200  grams;  1  package  of 
each  suspending  or  dispersing  agent 
used,  containing  approximately  5  grams; 
1  package  of  each  sulfonamide  used,  con¬ 
taining  approximately  5  grams. 

(4)  The  results  referred  to  in  sub- 
paragraph  (2)  (ii),  (iii),  and  (iv)  of  this 
paragraph  and  the  samples  referred  to 
in  subparagraph  (3)  (ii),  (iii),  and  (iv) 
,of  this  paragraph  are  not  required  if 
such  results  or  samples  have  been  previ¬ 
ously  submitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  un¬ 
der  the  regulations  in  this  part  shall  be: 

(1)  $4.00  for  each  immediate  contain¬ 
er  in  the  samples  submitted  in  accord¬ 
ance  with  paragraph  (d)  (3)  (ii),  (iii), 
(iv),  and  (v)  of  this  section;  $6.00  for 
each  immediate  container  submitted  in 
accordance  with  paragraph  (d)  (3)  (i) 
of  this  section. 

(2)  If  the  Commissioner  considers 
that  investigations  other  than  examina¬ 
tion  of  such  packages  are  necessary  to 
determine  whether  or  not  such  batch 
complies  with  the  requirements  of  §  146.3 
of  this  chapter  for  the  issuance  of  a  cer¬ 
tificate,  the  cost  of  such  investigation. 
The  fee  prescribed  by  subparagraph  (1) 
of  this  paragraph  shall  accompany  the 
request  for  certification  unless  such  fee 
is  covered  by  an  advance  deposit  main¬ 
tained  in  accordance  with  §  146.8  (d) 
of  this  chapter. 


Pm  146c — Certification  of  Chlortet¬ 
racycline  (or  Tetracycline)  and 
Chlortetracycline-  (or  Tetracy¬ 
cline-Containing  Drugs 

S  146C.202  Chlortetracycline '  hydro - 
chloride  ointment;  chlortetracycline  cal¬ 
cium  ointment;  chlortetracycline  cal¬ 
cium  cream;  tetracycline  hydrochloride 
ointment  ( tetracycline  hydrochloride  in 
oil  suspension ) ;  tetracycline  ointment 
(tetracycline  cream ) — (a)  Standards  of 
identity ,  strength,  quality  and  purity. 
Chlortetracycline  hydrochloride  oint¬ 
ment,  tetracycline  hydrochloride  oint¬ 
ment,  and  tetracycline  ointment  are 
I  crystalline  chlortetracycline  hydrochlo¬ 
ride,  chlortetracycline  calcium,  tetra¬ 


cycline  hydrochloride,  or  tetracycline,  in 
a  suitable  and  harmless  ointment  base. 
It  may  contain  a  suitable  local  anes¬ 
thetic,  cortisone,  hydrocortisone,  or  a 
suitable  ester  of  cortisone  or  hydrocor¬ 
tisone,  and  one  or  more  suitable  and 
harmless  preservatives  and  stabilizing 
agents.  Its  moisture  content  is  not  more 
than  1  percent  if  it  is  chlortetracycline 
hydrochloride  or  tetracycline  hydrochlo¬ 
ride  ointment.  Its  potency  is  not  less 
than  1  milligram  per  gram.  The  chlor¬ 
tetracycline  hydrochloride  used  in  mak¬ 
ing  the  chlortetracycline  hydrochloride 
ointment  and  in  preparing  the  chlor¬ 
tetracycline  calcium  used  in  making  the 
chlortetracycline  calcium  ointment  con¬ 
forms  to  the  requirements  of  §  146C.201 
(a),  except  §  146C.201  (a)  (1),  (2),  (3), 
(4),  and  (5),  but  its  potency  is  not  less 
than  750  /ig.  per  milligram.  The  tetra¬ 
cycline  hydrochloride  used  conforms  to 
the  requirements  of  §  146C.218  (a),  ex¬ 
cept  §  146c. 218  (a)  (2),  (3),  (4).  and  (5). 
The  tetracycline  used  conforms  to  the 
requirements  of  §  146C.220  (a).  Each 
other  ingredient  used,  if  its  name  is 
recognized  in  the  U.  S.  P.  or  N.  F.,  con¬ 
forms  to  the  standards  prescribed  there¬ 
for  by  such  official  compendium. 

(b)  Packaging.  The  ointment  shall 
be  packaged  in  collapsible  tubes  which 
are  well-closed  containers  as  defined  by 
the  U.  S.  P.,  or  in  containers  of  glass  or 
plastic  that  are  tight  containers  as  de¬ 
fined  by  the  U.  S.  P.  Unless  it  is  labeled 
solely  for  hospital  use,  each  such  con¬ 
tainer  shall  contain  not  more  than  2 
ounces,  except  if  it  is  intended  for  oph¬ 
thalmic  use  each  such  container  shall 
contain  not  more  than  y8 -ounce,  if  It  is 
a  collapsible  tube,  or  more  than  y2 -ounce 
if  it  is  a  tight  container.  Each  such  con¬ 
tainer  shall  be  of  such  composition  as 
will  not  cause  any  change  in  the 
strength,  quality,  or  purity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  ap¬ 
plicable  standards,  except  that  minor 
changes  so  caused  that  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practices  shall  be 
disregarded. 

(c)  Labeling.  Each  package  of  oint¬ 
ment  shall  bear  on  its  label  or  labeling 
as  hereinafter  indicated: 

I  (1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container  of 
the  package: 

(i)  The  batch  mark; 

(ii)  The  potency  per  gram,  expressed 
in  terms  of  its  equivalency  of  chlortet¬ 
racycline  hydrochloride  or  as  tetra¬ 
cycline  hydrochloride; 

(iii)  If  it  contains  preservatives,  corti¬ 
sone,  hydrocortisone,  or  an  ester  of  corti¬ 
sone  or  hydrocortisone,  or  a  local  anes¬ 
thetic,  the  name  and  quantity  of  each 
such  substance;  • 

(iv)  The  statement  “Expiration  date 

- ,”  the  blank  being  filled  in  with  the 

date  that  is  48  months  if  it  is  chlortetra¬ 
cycline  hydrochloride  ointment,  or 'if  it 
is  chlortetracycline  calcium  ointment  or 
tetracycline  hydrochloride  ointment  the 
blank  is  filled  in  with  the  date  that  is 
24  months  after  the  month  during  which 
the  batch  was  certified,  except  that  the 
blank  may  be  filled  in  with  the  date  that 
is  36  months  or  48  months  after  the 
month  during  which  the  batch  was  cer¬ 


tified  if  the  person  who  requests  certifi¬ 
cation  has  submitted  to  the  Commis¬ 
sioner  results  of  tests  and  assays  showing 
that  after  having  been  stored  for  such 
period  of  time  such  drug  as  prepared  by 
him  complies  with  the  standards  pre¬ 
scribed  by  paragraph  (a)  of  this  section: 
Provided,  however.  That  such  expiration 
date  may  be  omitted  from  the  immediate 
container  if  such  immediate  container  is 
packaged  in  an  individual  wrapper  or 
container. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer,  if  it  is  packaged  for  ophthalmic 
use  by  man  or  if  it  contains  cortisone, 
hydrocortisone,  or  an  ester  of  cortisone 
or  hydrocortisone,  the  statement  “Cau¬ 
tion:  Federal  law  prohibits  dispensing 
without  prescription,”  and  a  reference 
specifically  identifying  a  readily  avail¬ 
able  medical  publication  containing 
information  (including  contraindica¬ 
tions  and  possible  sensitization)  ade¬ 
quate  for  the  use  of  such  ointment  by 
practitioners  licensed  by  law  to  ad¬ 
minister  such  drug;  or  a  reference  to  a 
brochure  or  other  printed  matter  con¬ 
taining  such  information,  and  a  state¬ 
ment  that  such  brochure  or  printed 
matter- will  be  sent  on  request:  Pro¬ 
vided,  however.  That  this  reference  may 
be  omitted  if  the  information  is  con¬ 
tained  in  a  circular  or  other  labeling 
within  or  attached  to  the  package. 

(3)  On  the  label  and  labeling,  if  it 

contains  one  or  more  of  the  active  in¬ 
gredients  specified  in  paragraph  (a)  of 
this  section,  after  the  name  “chlortet¬ 
racycline  ointment,”  “chlortetracycline 
calcium  ointment,”  “chlortetracycline 
calcium  cream,”  “tetracycline  hydro¬ 
chloride  ointment,”  or  “tetracycline 
ointment”  wherever  it  appears,  the 
words  “with - ,”  in  juxtaposi¬ 

tion  with  such  name,  the  blank  being 
filled  in  with  the  common  or  usual  name 
of  each  such  ingredient  used. 

(4)  If  it  is  not  packaged  for  ophthal¬ 
mic  use  by  man  or  it  does  not  contain 
cortisone,  hydrocortisone,  or  an  ester  of 
cortisone  or  hydrocortisone,  a  circular  or 
other  labeling  within  or  attached  to  the 
package  bearing  adequate  directions  and 
warnings  for  prophylactic  use  by  man,  or 
for  the  veterinary  use  of  such  ointment. 
Such  circular  or  other  labeling  may  also 
bear  a  statement  that  a  brochure  or 
other  printed  matter  containing  infor¬ 
mation  for  other  uses  of  such  ointment 
by  practitioners  licensed  by  law  to  ad¬ 
minister  such  drug  will  be  sent  on  re¬ 
quest  to  such  a  practitioner. 

(d)  Requests  for  certification;  sam¬ 
ples.  (i.)  In  addition  to  complying  with 
the  requirements  of  §  146.2  of  this  chap¬ 
ter,  a  person  who  requests  certification 
of  a  batch  of  ointment  shall  submit 
with  his  request  a  statement  showing  the 
batch  mark,  the  number  of  packages  of 
each  size  in  such  batch,  the  batch  mark 
and  (unless  it  was  previously  submitted) 
the  date  on  which  the  latest  assay  of  the 
chlortetracycline,  tetracycline  hydro¬ 
chloride  or  tetracycline  used  in  making 
such  batch  was  completed,  the  quantity 
of  each  ingredient  used  in  making  the 
batch,  the  date  on  which  the  latest  assay 
of  the  drug  comprising  such  batch  was 
completed,  and  that  each  component  of 
the  ointment  base  used  conforms  to  the 
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requirements  prescribed  therefor  by  this  strength,  quality,  and  purity.  Chlor-  cycline  hydrochloride,  tetracycline  n 
section.  tetracycline  hydrochloride  capsules,  tetracycline  phosphate  complex,  one  o 

(2)  Except  as  otherwise  provided  by  tetracycline  hydrochloride  capsules,  tet-  more  of  the  other  active  ingredient 

subparagraph  (4)  of  this  paragraph,  racycline  capsules  and  tetracycline  specified  in  paragraph  (a)  of  this  section 
such  person  shall  submit  in  connection  phosphate  complex  capsules  are  capsules  the  name  and  quantity  of  each  such  in. 
with  his  request  results  of  the  tests  and  composed  of  crystalline  chlortetracycline  gredient  in  each  capsule; 

assays  listed  after  each  of  the  following,  hydrochloride,  tetracycline  hydrochlo-  (iv)  The  statement  “Expiration  date 

made  by  him  on  an  accurately  repre-  ride,  tetracycline,  or  tetracycline  phos-  _ ,”  the  blank  being  filled  Ji 

sentative  sample  of:  phate  complex,  with  or  without  one  or  with  one  of  the  following  dates  after  th( 

(i*  The  batch;  potency  and  moisture,  more  suitable  sulfonamides,  analgesic  month  during  which  the  batch  vai 
•  (ii)  The  chlortetracycline  hydrochlo-  substances,  antihistaminics,  and  with  or  certified: 

ride  or  tetracycline  hydrochloride  or  tet-  without  one  or  more  suitable  and  harm-  (a)  If  chlortetracycline  hydrochloric 

racycline  used  in  making  the  batch;  po-  less  vitamin  substances,  buffer  sub-  1s  used,  60  months; 

tency,  moisture,  pH,  crystallinity,  and  stances,  vegetable  oils,  preservatives,  (b)  If  tetracycline  hydrochloride  ii 

extinction  coefficient,  if  it  is  tetracycline  diluents,  binders,  lubricants,  colorings,  used,  48  months; 

hydrochloride  or  tetracycline.  and  flavorings  and  glucosamine  hydro-  (c)  If  tetracycline  is  used,  36  months 

(3)  Except  as  otherwise  provided  by  chloride,  enclosed  in  a  gelatin  capsule.  (d)  If  tetracycline  phosphate  comple 

subparagraph  (4)  of  this  paragraph,  Each  capsulp  shall  contain  not  less  than  is  used,  or  if  it  contains  one  or  mor 
such  person  shall  submit  in  connection  50  milligrans  of  chlortetracycline  hydro-  vitamin  substances,  analgesic  substances 
with  his  request,  in  the  quantities  here-  chloride,  tetracycline  hydrochloride,  antihistaminics,  or  caffeine,  and  it  doe 
inafter  indicated,  accurately  representa-  tetracycline,  or  tetracycline  phosphate  not  contain  sodium  metaphosphate,  2 
tive  samples  of  the  following:  complex,  unless  it  is  intended  solely  for  months; 

(i)  The  batch;  one  package  for  each  veterinary  use  and  is  conspicuously  so  (e)  If  it  contains  sodium  metaphos 
5,000  packages  in  the  batch,  but  in  no  labeled.  Its  moisture  content  is  not  more  phate,  18  months. 

case  less  than  five  packages  or  more  than  than  2  percent  if  it  contains  chlor-  .  ..  .  „,.v  ,  » , 

12  packages,  collected  by  taking  single  tetracycline  hydrochloride,  not  more  ^ovided ^hatio 
packages  at  such  intervals  throughout  than  3  percent  if  it  contains  tetracycline  „  immedi 

the  entire  time  of  packaging  the  batch  (not  more  than  9  percent  if  it  contains  Li5i>n<e  Tin 

that  the  quantities  packaged  during  the  sodium  metaphosphate  as  a  buffer  sub-  ‘  m  an  maividui 

intervals  are  approximately  equal.  -stance),  not  more  than  4  percent  if  it  or. _ 

(ii)  The  chlortetracycline,  tetracycline  contains  tetracycline  hydrochloride,  and  -  un  ine  oucsiae  wrapper  or  con 

hydrochloride  or  tetracycline  used  in  not  more  than  9  percent  if  it  contains  .  >  _  , 

making  the  batch;  ten  packages,  con-  tetracycline  phosphate  complex,  except  (i)  The  statement:  caution:  Feden 
taining  approximately  equal  portions  of  that  in  no  case  shall  it  be  more  than  3  la^  Prohibits  dispensing  without  pn 
not  less  than  60  milligrams  each,  pack-  percent  if  it  contains  vitamins.  The  smpuon,  unless  it  is  packaged  for  dii 
aged  in  accordance  with  the  require-  chlortetracycline  hydrochloride  used  Posing  ana  13  intended  solely  f< 
ments  of  §  146C.201  <b>.  '  conforms  to  the  requirements  of  veterinary  use  and  is  conspicuously  i 

(iii)  In  case  of  an  initial  request  for  §  146c.201  (a),  except  §  146c.201  (a)  (2),  lal /ft?™  i*  »  .  .  .  .. 

certification,  each  other  ingredient  used  (4),  and  (5).  The  tetracycline  hydro-  -  i  -tiV*  ,  k  aispens11 

in  making  the  batch :  1  package  of  each  chloride  used  conforms  to  the  require-  ana  11  ls  lntfiia  „  $  J  man’  a  ^ 

component  of  the  ointment  base,  each  ments  of  §  146c.218  (a),  except  §  146c.218  crence  specifically  identifying  a  readi 
containing  approximately  200  grams;  1  (a)  (2),  (4),  and  (5).  The  tetracycline  available  medical  publication  containii 

package  of  each  preservative  used,  each  used  conforms  to  the  requirements  of  informatjon  (including  contraindicate 
containing  approximately  5  grams;  and  §  146c.220  (a).  The  tetracycline  phos-  P°S31ble  sensitization)  adequate  f 

if  cortisone,  hydrocortisone,  or  an  ester  phate  complex  used  conforms  to  the  re-  tne  U^ev°r1  sucf1  drug  by  practitioners] 
of  cortisone  or  hydrocortisone  is  used,  1  quirements  of  §  146C.232.  Each  other  censea  by  law  to  administer  it;  or  a  reft 
package  of  such  ingredient,  containing  substance  used,  if  its  name  is  recognized  fnce  10  a  prPCIlure  or  otner  printed  ms 
approximately  100  milligrams.  in  the  U.  S.  P.  or  N.  F.,  conforms  to  the  ter  containing  such  information,  and 

(4)  No  result  referred  to  in  subpara-  standards  prescribed  therefor  by  such  statement  that  sucn  brocnure  or  ott 

graph  (2)  (ii)  of  this  paragraph,  and  official  compendium.  printed  matter  will  be  sent  on  requei 

no  sample  referred  to  in  subparagraph  (b)  Packaging.  Unless  each  capsule 

(3)  (ii)vof  this  paragraph,  is  required  if  is  enclosed  in  a  foil  or  plastic  film  and 
such  result  or  sample  has  been  previously  such  enclosure  is  a  tight  container  as 

submitted.  defined  by  the  U.  S.  P„  except  the  provi-  ft 

(e)  Fees.  The  fee  for  the  services  ren-  sion  that  it  shall  be  capable  of  tight  re-  „  Jr* , 
dered  with  respect  to  each  batch  of  closure,  the  immediate  container  shall  be  in  addition  to  chlortetra^M 

ointment  under  the  regulations  in  this  a  tight  container  as  so  defined.  The  im-  Ijjdrochlonde,  tetracycline  hydroch 

part  shall  be:  mediate  container  may  also  contain  a  £ 

(1)  $4.00  for  each  package  in  the  sam-  desiccant  separated  from  the  capsules  by  Phate  complex,  one  or  more  of  the  art 

pies  submitted  in  accordance  with  para-  a  plug  of  cotton  or  other  like  material.  Ingredients  specified  In  paragraph  a 
graph  (d)  (3)  (i).  (ii),  and  Oil)  of  this  The  composition  of  the  immediate  con-  this  section,  otter  the  name  chlortet 
section;  and  tainer.  or  of  the  foil  or  film  enclosure, 

(2)  If  the  Commissioner  considers  shall  be  such  as  will  not  cause  any 
that  investigations,  other  than  examina-  change  in  the  strength,  quality,  or  purity 

tion  of  such  packages,  are  necessary  to  of  the  contents  beyond  any  limit  there-  pomplex  capsules,  where 

determine  whether  or  not  such  batch  for  in  applicable  standards,  except  that  1Pr'P?,aiv 
complies  with  the  requirements  of  §  146.3  minor  changes  so  caused  which  are  nor-  ““*5*“* 

of  this  chapter  for  the  issuance  of  a  mal  and  unavoidable  in  good  packaging, 

certificate,  the  cost  of  such  investiga-  storage,  and  distribution  practice  shall  in  juxtaposition  with  such  n« 

tions.  The  fee  prescribed  by  subpara-  be  disregarded.  *  °n  a.cir®u!af  otlie*  la‘)eJ 

graph  (1)  of  this  paragraph  shall  ac-  (c)  Labeling.  Each  package  shall  within  or  attached  to  the  package,  1 
company  the  request  for  certification  bear,  on  its  label  or  labeling  as  herein-  ^  pa<Tag,  .  10J  aisPfn3Ing  ancV„!:. 
unless  such  fee  is  covered  by  an  advance  after  indicated,  the  following:  tended  solely  for  veterinary  use  an< 

deposit  maintained  in  accordance  with  <l)  On  the  outside  wrapper  or  con- 

&T46.8  (d)  of  this  chapter.  -  tainer  and  the  immediate  container:  US? 

§  146C.204  Chlortetracycline  hydro -  U)  The  batch  mark,  cular  or  other  labeling  may  also  bee 

chloride  capsules;  tetracycline  hydro-  (ii)  The  number  of  milligrams  in  each  statement  that  a  brochure  or  oi 

chloride  capsules;  tetracycline  capsules;  capsule  of  the  batch;  printed  matter  containing  informal 

tetracycline  phosphate  complex  cap-  (iii)  If  the  batch  contains,  in  addition  for  other  veterinary  uses  of  such  drui 

sules — (a)  Standards  of  identity,  to  chlortetracycline  hydrochloride,  tetra-  a  veterinarian  licensed  by  law  to  adn 
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jster  it  will  be  sent  to  such  veterinarian 

An  request. 

(d)  Requests  for  certification;  sam¬ 
ples  (1)  I11  addition  to  complying  with 
the  requirements  of  §  146.2  of  this  chap¬ 
ter^  person  who  requests  certification 
of  a  batch  shall  submit  with  his  request 
^statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  such 
batch,  the  batch  mark  and  (unless  it  was 
previously  submitted)  the  date  on  which 
the  latest  assay  of  the  chlortetracycline, 
tetracycline  hydrochloride,  tetracycline 
or  tetracycline  phosphate  complex  used 
in  making  such  batch  was  completed, 
the  nuihber  of  milligrams  in  each  cap¬ 
sule,  the  quantity  of  each  ingredient 
used'  in  making  the  batch,  the  date  on 
which  the  latest  assay  of  the  drug  com¬ 
prising  such  batch  was  completed,  and 
a  statement  that  each  ingredient  used 
in  making  the  batch  conforms  to  the 
requirements  prescribed  therefor,  if  any, 
by  this  section. 

(2)  Except  as  otherwise  provided  in 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of:  ' 

-  (i)  The  batch;  average  potency  per 

capsule  and  average  moisture. 

(ii)  The  chlortetracycline,  tetracy¬ 
cline  hydrochloride,  tetracycline,  or 
tetracycline  phosphate  complex  used  in 
making  the  batch;  potency,  toxicity, 
moisture,  pH,  crystallinity  and  extinction 
coefficient  if  it  is  chlortetracycline  hydro¬ 
chloride,  tetracycline,  Or  tetracycline 
phosphate  complex,  and  solubility  if  it  is 
tetracycline  phosphate  complex. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his,  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(i)  The  batch;  one  capsule  for  each 
5,000  capsules  in  the  batch,  but  in  no  case 
less  than  30  capsules  or  more  than  100 
capsules,  collected  by  taking  single  cap¬ 
sules  at  such  intervals  throughout  the 
entire  time  of  preparation  that  the 
quantities  encapsulated  during  the  in¬ 
tervals  are  approximately  equal. 

„(ii)  The  chlortetracycline,  tetracy¬ 
cline  hydrochloride,  tetracycline,  or 
tetracycline  phosphate  complex  used  in 
making  the  batch;  10  packages,  each 
containing  approximately  equal  portions 
of  not  less  than  60  milligrams,  packaged 
in  accordance  with  the  requirements  of 
,  5146C.201  (b). 

(iii)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient  used 
in  making  the  batch;  one  package  of 
each  containing  approximately  5  grams. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and  no 
sample  referred  to  in  subparagraph  (3) 

(ii)  of  this  paragraph,  is  required  if  such 
result  or  sample  has  been  previously  sub¬ 
mitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch 
under  the  regulations  in  this  part  shall 

be: 

(1)  $0.75  for  each  capsule  in  the  sample 
submitted  in  accordance  with  paragraph 
<d)  (3)  (i)  of  this  section,  $4.00  for  each 
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package  in  the  samples  submitted  in  ac¬ 
cordance  with  paragraph  (d)  (3)  (11), 
and  (lil)  of  this  section;  and 

(2)  If  the  Commissioner  considers 
that  investigations,  other  than  examina¬ 
tion  of  such  capsules  and  packages,  are 
necessary  to  determine  whether  or  not 
such  batch  complies  with  the  require¬ 
ments  of  3  146.3  of  this  chapter  for  the 
issuance  of  a  certificate,  the  cost  of  such 
investigations. 

The  fee  prescribed  by  subparagraph  (1)' 
of  this  paragraph  shall  accompany  the 
request  for  certification,  unless  such  fee 
Is  covered  by  an  advance  deposit  main¬ 
tained  in  accordance  with  §  146.8  (d)  of 
this  chapter. 

§  146c. 205  Chlortetracycline  powder 
( chlortetracycline  hydrochloride  pow¬ 
der);  tetracycline  hydrochloride  powder; 
tetracycline  powder — (a)  Standards  of 
identity,  strength,  quality,  and  purity. 
Chlortetracycline  powder,  tetracycline 
hydrochloride  powder,  and  tetracycline 
powder  are  crystalline  chlortetracycline 
hydrochloride,  tetracycline  hydrochlo¬ 
ride,  or  tetracycline,  with*or  without  glu¬ 
cosamine  hydrochloride  and  one  or  more 
suitable  and  harmless  vitamin  sub¬ 
stances,  and  with  or  without  suitable  and 
harmless  buffer  substances,  preservatives, 
diluents,  colorings,  and  flavorings.  The 
content  of  chlortetracycline  or  tetracy¬ 
cline  hydrochloride  or  tetracycline  is  not 
less  than  15  milligrams  per  gram  of 
powder.  The  moisture  content  of  chlor¬ 
tetracycline  powder  or  tetracycline  hy¬ 
drochloride  powder  is  not  more  than  2 
percent.  The  moisture  content  of  te¬ 
tracycline  powder  is  not  more  than  7.5 
percent.  The  chlortetracycline  used 
conforms  to  the  requirements 'of  §  146c.- 
2Q1  (a),  except  §  146C.201  (a)  (2),  (4), 
and  (5).  The  tetracycline  hydrochloride 
used  conforms  to  the  requirements  of 
§  146c. 218  (a) ,  except  subparagraphs  (2) , 
(4),  and  (5)  of  that  paragraph.  The 
tetracycline  used  conforms  to  the  re¬ 
quirements  of  §  146c.220  (a).  Each 
other  substance  used,  if  its  name  is  rec¬ 
ognized  in  the  U.  S.  P.  or  N.  F.,  conforms 
to  the  standards  prescribed  therefpr  by 
such  official  compendium. 

(b)  Packaging.  In  all  cases  the  im¬ 
mediate  container  shall  be  a  tight  con¬ 
tainer  as  defined  by  the  U.  S.  P.  The 
composition  of  the  immediate  container 
shall  be  such  as  will  not  cause  any  change 
in  the  strength,  quality,  or  purity  of  the 
contents  beyond  any  limits  therefor  in 
applicable  standards,  except  that  minor 
changes  so  caused  which  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  disre¬ 
garded. 

(c)  Labeling.  Each  package  shall  bear 
on  its  label  or  labeling  as  hereinafter 
indicated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(i)  The  batch  mark; 

(ii)  The  number  of  milligrams  of 
chlortetracycline  or  tetracycline  hydro¬ 
chloride  or  tetracycline  (expressed  in 
terms  of  equivalency  of  tetracycline 
hydrochloride)  per  gram;  or,  if  it  is  in¬ 
tended  for  use  solely  as  an  ingredient 
in  the  drinking  water  of  animals  and  is 
conspicuously  so  labeled,  the  number  of 
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grams  of  drug  per  pound  in  the  immedi¬ 
ate  container; 

(iii)  The  statement  “Expiratior^  date 

- ,”  the  blank  being  filled  in  with 

the  date  that  is  60  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified  if  it  is  chlortetracycline  hydro¬ 
chloride  powder,  or  if  it  is  tetracycline 
hydrochloride  powder  or  tetracycline 
powder  the  blank  is  filled  in  with  the 
date  that  is  24  months  after  the  month 
during  which  the  batch  was  certified, 
except  that  the  blank  may  be  filled  in 
with  the  date  that  is  36  months  or  48 
months  after  the  month  during  which 
the*batch  was  certified  if  the  person  who 
requests  certification  has  submitted  to 
the  Commissioner  results  of  tests  and  as¬ 
says  showing  that  after  having  been 
stored  for  such  period  of  time  such  drug 
as  prepared  by  hinr  complies  with  the 
standards  prescribed  by  paragraph  (a) 
of  this  section,  except  if  it  contains  one 
or  more  vitamin  substances  the  blank  is 
filled  in  with  the  date  that  is  24  months 
after  the  month  during  which  the  batch 
was  certified:  Provided,  however.  That 
such  expiration  date  may  be  omitted 
from  the  immediate  container  if  such 
immediate  container  is  packaged  in  an 
individual  wrapper  or  container; 

(iv)  If  it  contains  a  preservative,  or 
vitamin  substance,  the  name  and  quan¬ 
tity  of  each  such  ingredient,  and  if  it 
contains  glucosamine  hydrochloride,  the 
name  of  that  ingredient. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer:  / 

(i)  The  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription,”  unless  it  is  packaged  for  dis¬ 
pensing  and  it  is  intended  solely  for 
veterinary  use  and  is  conspicuously  so 
labeled. 

(ii)  If  it  is  packaged  for  dispensing 

and  it  is  intended  for  use  by  man,  a 
reference  specifically  identifying  a  read¬ 
ily  available  medical  publication  con¬ 
taining  information  (including  contra¬ 
indications  and  possible  sensitization) 
adequate  for  the  use  of  such  drug  by 
practitioners  licensed  by  law  to  admin¬ 
ister  it;  or  a  reference  to  a  brochure  or 
other  printed  matter  containing  such 
information,  and  a  statement  that  such 
brochure  or  other  printed  matter  will 
be  sent  on  request:  Provided,  however. 
That  this  reference  may  be  omitted  if 
the  information  is  contained  in  a  circu¬ 
lar  or  other  labeling  within  or  attached 
to  the  package.  < 

(3)  On  the  label  and  labeling,  if  it 
contains  one  or  more  vitamin  substances, 
after  the  name  “chlortetracycline  pow¬ 
der,”  “tetracycline  hydrochloride  pow¬ 
der,”  or  “tetracycline  powder,”  wherever 
such  name  appears,  the  words  “with 

vitamin  _ ”  (the  blank  being 

filled  in  with  the  name  of  the  vitamin 
ingredient  used) ,  or  “with  vitamins”  (if 
it  contains  more  than  one  vitamin  in¬ 
gredient),  in  juxtaposition  with  such 
name. 

(4)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  it 
is  packaged  for  dispensing  and  it  is 
intended  solely  for  veterinary  use  and 
is  conspicuously  so  labeled,  adequate 
directions  and  warnings  for  the  veter¬ 
inary  use  of  such  drug  by  the  laity. 
Such  circular  or  other  labeling  may  also 
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bear  a  statement  that  a  brochure  or 
other  printed  matter  containing  infor¬ 
mation  for  othdr  veterinary  uses  of  such 
drug  by  a  veterinarian  licensed  by  law 
to  administer  it  will  be  sent  to  such 
veterinarian  on  request. 

(d)  Request  for  certification ;  samples.  < 

(1)  In  addition  to  complying  with  the  re- 

I  quirements  of  §  146.2  of  this  chapter, 
a  person  who  requests  certification  of 
a  batch  shall  submit  with  his  request 
a  statement  showing  the  batch  mark, 
the  number  of  packages  of  each  size  in 
such  batch,  the  batch  mark  and  (unless 
it  was  previously  submitted)  the  date 
on  which  the  latest  assay  of  the  chlor- 
tetracycline,  tetracycline  hydrochloride 
or  tetracycline  used  in  making  such 
batch  was  completed,  the  number  of 
milligrams  in  each  immediate  container, 
the  quantity  of  each  ingredient  used  in 
making  the  batch,  the  date  on  which 
the  latest  assay  of  the  drug  compris¬ 
ing  such  batch  was  completed,  and  a 
statement  that  each  ingredient  used  in 
making  the  batch  conforms  to  the  re¬ 
quirements  prescribed  therefor,  if  any, 
by  this  section. 

(2)  Except  as  otherwise  provided  in 
subparagraph  (4)  of  this  paragraph,  such 
person  shall  submit  in  connection  with 
his  request  results  of  the  tests  and  assays 
listed  after  each  of  the  following,  made 
by  him  on  an  accurately  representative 
sample  of: 

(i)  The  batch;  potency  and  moisture. 

(ii)  The  chlortetracy cline,  tetracycline 
hydrochloride,  or  tetracycline  used  in 
making  the  batch;  potency,  toxicity, 
moisture,  pH,  crystallinity,  and  extinc¬ 
tion  coefficient  if  it  is  tetracycline  hydro¬ 
chloride  or  tetracycline. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph,  such 
person  shall  submit  in  connection  with 
his  request,  in  the  quantities  hereinafter 

-  indicated,  accurately  representative  sam¬ 
ples  of  the  following: 

(i)  The  batch;  one  immediate  con¬ 
tainer  for  each  5,000  containers  in  the 
batch,  but  in  no  case  less  than  5  or  more 
than  12  immediate  containers,  unless 
each  sjich  container  is  packaged  to  con¬ 
tain  more  than  1.0  gram,  in  which  case 
the  sample  shall  consist  of  1.0  gram 
for  each  5,000  immediate  containers  in 
the  batch,  but  in  no  case  less  than  five 
1.0-gram  portions  or  more  than  twelve 
1.0-gram  portions,  except  if  it  is  in¬ 
tended  for  use  as  an  ingredient  in  the 
drinking  water  of  animals,  each  portion 
in  the  sample  submitted  shall  consist  of 
1>  ounce  in  lieu  of  1.0  gram.  Such  sam¬ 
ple  shall  be  collected  by  taking  single 
immediate  containers,  1.0-gram  por¬ 
tions,  or  1-ounce  portions  at  such  inter¬ 
vals  throughout  the  entire  time  the 
containers  are  being  filled  that  the 
quantities  filled  during  the  intervals  are 
approximately  equal. 

(ii)  The  chlortetracy  cline,  tetracycline 
hydrochloride,  or  tetracycline  used  in 
making  the  batch;  10  packages,  each 
containing  approximately  equal  portions 
of  not  less  than  60  milligrams,  packaged 
in  accordance  with  the  requirements  of 
§  146C.201  (b). 

(iii)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient  used 
in  making  the  batch;  one  package  of 
each  containing  approximately  5  grams. 


(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and  no 
sample  referred  to  in  subparagraph  (3) 
(ii)  of  this*  paragraph,  is  required  if  such 
result  or  sample  has  been- previously  sub¬ 
mitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  un¬ 
der  the  regulations  in  this  part  shall  be: 

(1)  $4.00  for  each  immediate  con¬ 
tainer  in  the  samples  submitted  in  ac¬ 
cordance  with  paragraph  (d)  (3)  (i), 
(ii),  and  (iii)  of  this  section. 

(2)  If  the  Commissioner  considers 
that  Investigations,  other  than  examina¬ 
tion  of  such  immediate  containers,  are 
necessary  to  determine  whether  or  not 
such  batch  complies  with  the  require¬ 
ments  of  §  146.3  of  this  chapter  for  the 
issuance  of  a  certificate,  the  cost  of  such 
investigations. 

The  fee  prescribed  by  subparagraph  (1) 
of  this  paragraph  shall  accompany  the 
request  for  certification  unless  such  fee 
is  covered  by  an  advance  deposit  main¬ 
tained  in  accordance  with  §  146.8  (d) 
of  this  chapter. 

(f)  Exemption  of  chlortetracy  cline 
powder  for  veterinary  use,  tetracycline 
hydrochloric  powder  for  veterinary  use, 
and  tetracycline  powder  for  veterinary 
use  from  certification.  Chlortetracy- 
cline  powder,  tetracycline  hydrochloride 
powder,  and  tetracycline  powder  that 
conform  to  the  requirements  of  para¬ 
graphs  (a)  (except  that  if  they  contain 
one  or  more  added  vitamin  substances 
such  substances  are  essential  for  nutri¬ 
tive  purposes,  and  except  that  they  may 
contain  one  or  more  added  mineral  sub¬ 
stances  essential  for  nutritive  purposes) , 
(b),  and  (c)  of  this  section  shall  be  ex¬ 
empt  from  the  requirements  of  sections 
502  (1)  and  507  of  the  act,  if  they  com¬ 
ply  with  all  the  following  conditions: 

(1)  They  are  intended  solely  for  vet¬ 
erinary  use  and  are  conspicuously  so 
labeled.  ' 

(2)  If  they  contain  added  vitamins  or 
minerals,  the  labels  bear  the  name  and 
quantity  of  each  such  substance  and  a 
statement  that  such  substances  are  pres¬ 
ent  only  for  furnishing  additional  vita¬ 
mins  and  minerals  while  animals  are 
eating  less  feed. 

(3)  The  labels  bear  an  expiration  date 
that  is  not  more  than  48  months,  or  24 
months  if  it  contains  a  vitamin  sub¬ 
stance  or  it  is  tetracycline  hydrochloride 
powder  or  tetracycline  powder,  after  the 
month  during  which  the  batch  was  last 
assayed  and  released  by  the  manufac¬ 
turer. 

(4)  The  labels  bear  a  statement  that 
solutions  prepared  with  the  drugs  are 
stable  for  not  more  than  24  hours. 

(5)  The  circular  or  other  labeling 
within  or  attached  to  the  package  bears 
information  that  only  the  antibiotics  are 
intended  for  the  prevention  or  treatment 
of  the  following  conditions,  and  further, 
bears  directions  and  warnings  adequate 
for  such  use: 

(i)  Pinkeye  and  superficial  cuts  and 
abrasions. 

(ii)  Bacterial  enteritis  in  swine. 

(iii)  Bacterial  pneumonia  in  swine. 

(iv)  Chronic  respiratory  disease  (air- 
sac  infection),  hexamitiasis,  blue  comb 


(mud  fever,  nonspecific  infection* 
enteritis)  in  poultry. 

(v)  Infectious  sinusitis  in  poultry, 

(vi)  Synovitis  in  poultry. 

(vii)  Bacterial  pneumonia  in  calves 
(viii)  Shipping  fever  (hemorrhagic 

septicemia)  in  calves.. 

§  146C.217  Chlortetracycline  calcium 
syrup  ( chlortetracycline  calcium  oral 
drops ) ;  tetracycline  syrup  ( tetracycline 
oral  drops ) ;  tetracycline  magnesium 
syrup  ( tetracycline  magnesium  o rai 
drops ) — (a)  Standards  of  identity 
strength,  quality,  and  punty.  chlor¬ 
tetracycline  calcium  syrup.  tetracycline 
syrup,  and  tetracycline  magnesium  syrup 
are  syrups  that  contain  chlortetracycline 
calcium  prepared  from  crystalline  chlor¬ 
tetracycline  hydrochloride,  tetracyclic 
or  tetracycline  magnesium  prepared  from 
tetracycline,  with  or  without  one  or  more 
suitable  sulfonamides,  analgesic  sub- 
stances,  antihistaminics,  caffeine,  gluco¬ 
samine  hydrochloride,  and  one  or' more 
suitable  and  harmless  buffer  substances, 
suspending  and  stabilizing  agents,  and 
preservatives,  suspended  in  a  suitable 
and  harmless  vehicle.  Each  milliliter 
shall  contain  a  quantity  of  chlortetra¬ 
cycline  calcium  or  tetracycline  or  tetra¬ 
cycline  magnesium  equivalent  to  not  less 
than  25  milligrams  of  chlortetracycline 
hydrochloride  or  tetracycline  hydro¬ 
chloride.  The  pH  is  not  less  than  6.5  nor 
more  than  9.0,  except  if  it  is  tetracycline 
syrup  the  pH  is  not  less  than  3.5  nor 
more  than  6.0.  The  crystalline  chlortet¬ 
racycline  hydrochloride  used  conforms 
to  the  requirements  of  §  146c. 201  (a), 
except  §  146C.201  (a)  (2),  (4),  s^nd  (5). 
The  crystalline  tetracycline  used  con¬ 
forms  to  the  requirements  of  §  14&C.220. 
Each  other  substance  used,  if  its  name  is 
recognized  in  the  U.  S.  P.  or  N.  F.,  con¬ 
forms  to  the  standards  prescribed  there¬ 
for  by  such  official  compendium. 

(b)  Packaging.  In  all  cases  the  im¬ 
mediate  container  shall  be  a  tight  con¬ 
tainer  as  defined  by  the  U.  S.  P.  and  shall 
be  of  such  composition  as  will  not  cause 
any  change  in  the  strength,  quality,  or 
purity  of  the  contents  beyohd  any  limit 
therefor  in  applicable  standards,  except 
that  minor  changes  so  caused  which  are 
normal  and  unavoidable  in  good  pack¬ 
aging,  storage,  and  distribution  practice 
shall  be  disregarded. 

(c)  Labeling.  Each  package  shall 
bear  on  its  label  or  labeling,  as  herein¬ 
after  indicated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(i)  The  batch  mark. 

(ii)  The  potency  per  milliliter  ex¬ 
pressed  in  terms  of  its  equivalency  of 
chlortetracycline  hydrochloride  or  tet¬ 
racycline  hydrochloride. 

(iii)  If  the  batch  contains,  in  addition 
to  chlortetracycline  calciijm,  tetracy¬ 
cline,  or  tetracycline  magnesium,  one 
or  more  of  the  othee  active  ingredients 

'specified  in  paragraph  (a)  of  this  sec¬ 
tion,  the  name  and  quantity  of  each  such 
ingredient  used  in  making  the  batch. 

(iv)  The  statements  “Warning— Not 
for  injection”  and  “Shake  well.*’ 

(v)  The  statement  “Expiration  date 

- - ,”  the  blank  being  filled  in 

with  the  date  which  is  12  months  after 
the  month  during  whioh  the  batch  was 
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Certified,  except  that  the  blank  may  be 
filled  in  with  the  date  that  is  18  months, 
24  months,  36  months,  or  48  months 
after  the  month  during  which  the  batch 
was  certified  if  the  person  who  requests 
certification  has  submitted  to  the  Com¬ 
missioner  results  of  tests  and  assays 
showing  that  after  having  been  stored 
for  such  period  of  time  such  drug  as  pre¬ 
pared  by  him  complies  with  the  stand¬ 
ards  prescribed  by  paragraph  (a)  of  this 
section:  Provided,  however.  That  such 
expiration  date  may  be  omitted  from  the 
immediate  container  if  such  immediate 
container  is  packaged  in  an  individual 
wrapper  or  container. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer,  if  it  is  intended  for  use  by  hu¬ 
mans,  the  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription”  and  a  reference  specifically 
identifying  a  readily  available  medical 
publication  containing  information  (in¬ 
cluding  contraindications  and  possible 
sensitization)  adequate  for  the  use- of 
such  drug  by  practitioners  licensed  by 
law  to  administer  such  drug-  or  a  refer¬ 
ence  to  a  brochure  or  other  printed  mat¬ 
ter  containing  such  information,  and  a 
statement  that  such  brochure  or  printed 
matter  will  be  sent  on  request:  Provided, 
however.  That  this  reference  may  be 
omitted  if  the  information  is  contained 
in  a  circular  or  other  labeling  within  or 
attached  to  the  package. 

(3)  On  the  label  and  labeling,  if  it 
contains,  in  addition  to  chlortetracycline 
calcium,  tetracycline,  or  tetracycline 
magnesium,  one  or  more  of  the  active 
ingredients  specified  in  paragraph  (a) 
of  this  section,  after  the  name  “chlor¬ 
tetracycline  calcium  syrup”  or  “tetra¬ 
cycline  syrup”  or  “tetracycline  magne¬ 
sium  syrup,”  wherever  it  appears,  the 

words  “with _ (the  blank  being 

filled  in  with  the  common  or  usual  name 
of  each  such  other  ingredient) ,”  in 
juxtaposition  with  such  name. 

(4)  On  a  circular  or  other  labeling 
within  or  attached  to  the  package,  if  it 
is  packaged  for  dispensing  and  it  is  in¬ 
tended  solely  for  veterinary  use  and  is 
conspicuously  so  labeled,  adequate  direc¬ 
tions  and  warnings  for  the  veterinary  use 
of  such  drug  by  the  laity.  Such  circular 
or  other  labeling  may  also  bear  a  state¬ 
ment  that  a  brochure  or  other  printed 
matter  containing  information  for  other 
veterinary  uses  of  such  drug  by  a  veter¬ 
inarian  licensed  by  law  to  administer  it 
will  be  sent  to  such  veterinarian  on 
request. 

(d)  Request  for  certification;  samples. 

(1)  In  addition  to  complying  with  the 
requirements  of  §  146.2  of  this  chap¬ 
ter,  a  person  who  requests  certifica¬ 
tion  of  a  batch  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark,  the  number  of  packages  of  each 
size  in  such  batch,  the  batch  mark  and 
(unless  it  was  previously  submitted) 
the  date  on  which  the  latest  assay  of 
the  chlortetracycline  hydrochloride  or 
tetracycline  used  in  making  such  batch 
was  completed,  the  date  on  which  the 
latest  assay  of  the  drug  comprising  such 
batch  was  completed,  the  quantity  of 
each  ingredient  used  in  making  the 
batch,  and  a  statement  that  each  such 
ingredient  conforms  to  the  requirements 
prescribed  therefor  by  this  section. 


(2)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(i)  The  batch;  average  potency  per 
milliliter,  toxicity,  pH. 

(ii)  The  chlortetracycline  hydrochlo¬ 
ride  or  tetracycline  used  in  making  the 
batch;  potency,  toxicity,  moisture,  pH, 
crystallinity,  and  extinction  coefficient 
if  it  is  tetracycline. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(i)  The  batch;  one  package  for  each 
5,000  packages  in  the  batch,  but  in  no 
case  less  than  5  or  more  than  12  pack¬ 
ages,  collected  by  taking  single  pack¬ 
ages  at  such  intervals  throughout  the 
entire  time  of  packaging  the  batch  that 
the  quantities  packaged  during  the  in¬ 
tervals  are  approximately  equal. 

(ii)  The  chlortetracycline  hydrochlo¬ 
ride  or  tetracycline  used  in  making  the 
batch;  10  packages  each  containing  ap¬ 
proximately  equal  portions  of  not  less 
than  60  milligrams,  packaged  in  accord¬ 
ance  with  the  requirements  of  §  146c.201 

(b).  /  .  t 

(iii)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient  used 
in  making  the  batch;  one  package  of 
each  containing  approfrimately  5  grams. 

,  -(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and 
no  sample  referred  to  in  subparagraph 
(3)  (ii)  of  this  paragraph,  is-  required 
if  such  result  or  sample  has  been  pre¬ 
viously  submitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  un¬ 
der  the  regulations  in  this  part  shall  be: 

(1)  $4.00  for  each  package  in  the 
samples  submitted  in  accordance  with 
paragraph  (d)  (3)  (i),  (ii),and  (iii>  of 
this  section. 

(2)  If  the  Commissioner  considers 

that  investigations  other  than  examina¬ 
tion  of  such  packages  are  necessary  to 
determine  whether  or  not  such  batch 
complies  with  the ,  requirements  of 
§  146.3  of  this  chapter  for  the  issuance 
of  a  certificate,  the  cost  of  such  investi¬ 
gations.  > 

The  fee  prescribed  by  subparagraph 
(1)  of  this  paragraph  shall  accompany 
the  request  for  certification  unless  such 
fee  is  covered  by  an  advance  deposit 
maintained  in  accordance  with  §  146.8 
(d)  of  this  chapter. 

§  146c. 218  Tetracycline  hydrochlo¬ 
ride — (a)  •  Standards  of  identity, 
strength,  quality,  and  purity.  Tetra¬ 
cycline  hydrochloride  is  the  crystalline 
hydrochloride  salt  of  the  deschloro  de¬ 
rivative  of  a  kind  of  chlortetracycline  or 
a  mixture  of  two  or  more  such  salts, 
with  or  without  one  or  more  suitable  and 
harmless  stabilizing  agents.  It  is  so 
purified  and  dried  that: 

(1)  Its  potency,  and  the  potency  of 
the  tetracycline  hydrochloride  used  in 
the  manufacture  of  tetracycline  hydro¬ 
chloride  intended  for  use  by  injection,  is 
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not  less  than  906  micrograms  per  milli¬ 
gram. 

(2)  It  is  sterile. 

(3)  It  is  nontoxic. 

(4)  It  is  nonpyrogenic. 

(5)  It  contains  no  histamine  nor  his¬ 
tamine-like  substance. 

(6)  Its  moisture  content  is  not  more 

than  2  percent.  > 

(7)  Its  pH  in  an  aqueous  solution 
containing  10  milligrams  per  milliliter 
is  n9t  less  than  1.8  and  not  more  than 
2.8,  except  if  it  it  intended  for  use  by 
injection  its  pH  is  not  less  than  2.0  and 
not  more  than  3.0. 

(8)  Its  extinction  coefficient  .  and 
the  extinction  coefficient  of  the  tetra¬ 
cycline  hydrochloride  used  in  the  manu¬ 
facture  of  tetracycline  hydrochloride 
intended  for  use  by  injection,  is  372±15 
at  380  millimicrons. 

(b)  Packaging;  labeling;  request  for 
certification,  check  tests  and  assays, 
samples;  fees.  Tetracycline  hydrochlo- 
ride  /  conforms  to  all  requirements  and 
procedures  prescribed  for  chlorietra- 
cycline  hydrochloride  by  §  146c. 201  (b), 
(c),  (d),  and  (e),  except  that: 

(1)  It  shall  be  labeled  with  an  ex¬ 
piration  date  that  is  36  months  after  the 
month  during  which  the  batch  was 
certified,  except  that  it  may  be  labeled 
with  the  date  that  is  48  months  after  the 
month  during  which  the  batch  was  certi¬ 
fied  if  the  person  who  requests  certifica¬ 
tion  has  submitted  to  the  Commissioner 
results  of  tests  and  assays  showing  that 
after  having  been  stored  for  such  period 
of  time  such  drug  as  prepared  by  him 
complies  with  the  standards  prescribed 
by  paragraph  (a)  of  this  section. 

(2)  The  person  who  requests  certi¬ 
fication  of  a  batch  of  tetracycline  hy¬ 
drochloride  that  contains  stabilizing 
agents  and  is  intended  for  use  by  injec¬ 
tion  shall  submit  with  his  request  (un¬ 
less  they  were  previously  submitted)  the 
results  of  the  latest  tests  and  assays 
made  on  the  batch  of  the  tetracycline 
hydrochloride  used  in  making  such 
batch  for  potency  and  extinction  co¬ 
efficient  and  a  sample  consisting  of  two 
packages  each  containing  approximately 
500  milligrams  of  the  tetracycline  hy¬ 
drochloride  used  in  making  such  batch 
for  potency  and  extinction  coefficient. 

(3)  The  fee  for  the  services  rendered 
with  respect  to  each  immediate  container 
of  the  tetracycline  hydrochloride  used  in 
the  manufacture  of  a  batch  of  tetra¬ 
cycline  hydrochloride  intended  for  use 
by  injection  submitted  in  accordance 
with  the  requirements  prescribed  there¬ 
for  by  subparagraph  (2)  of  this  para¬ 
graph  shall  be  $4.00. 

§  146c. 221  Tetracycline  hydrochlo¬ 
ride  for  intramuscular  use;  tetracycline 
phosphate  complex  for  intramuscular 
use — (a)  Standards  of  identity,  strength, 
quality,  and  purity.  Tetracycline  hydro¬ 
chloride  or  tetracycline  phosphate  com¬ 
plex  for  intramuscular  use  is  a  dry  mix¬ 
ture  of  tetracycline  hydrochloride  or 
tetracycline  phosphate  complex,  mag¬ 
nesium  chloride,  .and  one  or  more  suit¬ 
able  buffer  substances,  with  or  without 
one  or  more  suitable  preservatives  and 
anesthetic  agents,  and  with  or  without 
one  or  more  suitable  and  harmless  vita- 
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min  substances.  It  is  sterile.  It  is  non- 
pyrogenic.  Its  moisture  content  is  not 
more  than  5  percent.  Its  pH  in  an 
aqueous  solution  containing  10  ''milli¬ 
grams  per  milliliter  is  not  less  than  2.0 
and  not  more  than  3.0.  The  tetracycline 
hydrochloride  used  conforms  to  the  re¬ 
quirements  of  §  146C.218  (a).  The  tetra¬ 
cycline  phosphate  complex  used  con¬ 
forms  to  the  requirements  of  §  146c. 232 

(a)  and  it  contains  no  histamine  or 
histamine-like  substance.  Each  other 
substance  used,  if  its  name  is  recognized 
in  the  U.  S.  P.  or  N.  F.,  conforms  to  the 
standards  prescribed  therefor  by  such 
official  compendium. 

(b)  Packaging.  In  all  cases  the  im¬ 

mediate  containers  shall  be  tight  con¬ 
tainers  as  defined  by  the  U.  S.  P.,  shall 
be  sterile  at  the  time  of  filling  and  clos¬ 
ing,  shall  be  so  sealed  that  the  contents 
cannot  be  used  without  destroying  the 
seal,  and  shall  be  of  such  composition  as 
will  not  cause  any  change,  in  the 
strength,  quality,  or  purity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  appli¬ 
cable  standards,  except  that  minor 
changes  so  caused  that  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  disre¬ 
garded.  The  immediate  containers  shall 
be  of  colorless  transparent  glass,  closed 
by  a  substance  through  which  a  hypo¬ 
dermic  needle  may  be  introduced  and 
withdrawn  without  removing  the  closure 
or  destroying  its  effectiveness.  Each 
such  container  shall  contain  not  less 
than  the  equivalent  of  100  milligrams  of 
tetracycline  hydrochloride,  and  each 
may  be  packaged  in  combination  with  a 
container  of  a  suitable  and  harmless 
diluent.  • 

(c)  Labeling.  Each  package  shall  bear 
on  its  label  or  labeling,  as  hereinafter 
indicated,  the  following : 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark. 

(ii)  The  number  of  milligrams  in  the 
Immediate  container  expressed  in  terms 
of  its  equivalency  of  tetracycline  hydro¬ 
chloride. 

(iii)  The  name  and  quantity  of  each 
other  ingredient  in  the  immediate 
container. 

(iv)  The  statement  “Expiration  date 

_ ,”  the  blank  being  filled  in  with 

the  date  that  is  36  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified,  except  that  if  it  contains  tetra¬ 
cycline  phosphate  complex .  or  one  or 
more  vitamin  substances  the  blank  is 
filled  in  with  the  date  that  is  12  months 
after  the  month  during  which  the  batch 
was  certified:  Provided,  however.  That 
such  expiration  date  may  be  omitted 
from  the  immediate  container  if  such 
immediate  container  is  packaged  in  an 
individual  wrapper  or  container. 

(v)  The  statement  “For  intramuscu¬ 
lar  use  only.” 

(2)  On  the  outside  wrapper  or  con¬ 
tainer,  the  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription,'”  unless  it  is  packaged  for  dis¬ 
pensing  and  it  is  intended  solely  for 
veterinary  use  and  is  conspicuously  so 
labeled. 

(3)  On  the  label  and  labeling,  if  it 
contains  one  or  more  vitamin  substances* 
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after  the  name  “tetracycline  hydro¬ 
chloride  for  intramuscular  use”  or 
“tetracycline  phosphate  complex  for  in¬ 
tramuscular  use”,  the  words  “with  vita¬ 
min  _ ”  (the  blank  being  filled  in  with 

the  name  of  the  vitamin  ingredient 
used),  or  “with  vitamins”  (if  it  contains 
more  than  one  vitamin  ingredient),  in 
juxtaposition  with  such-name. 

(4)  On  the  Circular  or  other  labeling 
within  or  attached  to  the  package,  if  it 
is  packaged  for  dispensing: 

(1)  If  it  is  intended  for  use  by  man, 
adequate  directions  and  warnings  for  its 
use  by  practitioners  licensed  by  law  to 
administer  such  drug. 

(ii)  If  it  is  intended  solely  for  veteri¬ 
nary  use  and  is  conspicuously  so  labeled, 
adequate  directions  and  warnings  for  the 
veterinary  use  of  such  drug  by  the  laity. 
Such  circular  or  other  labeling  may  also 
bear  a  statement  that  a  brochure  or 
other  printed  matter  containing  infor¬ 
mation  for  other  veterinary  uses  of  such 
drug  by  a  veterinarian  licensed  by  law  to 
administer  it  will  be  sent  to  such  veteri¬ 
narian  on  request,  y" 

(iii)  A  statement  -of  the  conditions 
under  which  solutions  prepared  from  the 
drug  should  be  stored  and  the  statement 
“Sterile  solutions  may  be  stored  at  room 
temperature  for  24  hours  without  signifi¬ 
cant  loss  of  potency,”  except  that  ff  it 
contains  one  or  more  vitamin  substances 
it  shall  bear  the  statement  “Inject  im¬ 
mediately  after  the  solution  is  prepared 
from  the  drug.” 

(d)  Request  lor  certification;  samples. 
(1)  In  addition  to  complying  with  the 
requirements  of  §  146.2  of  this  chapter, 
a  person  who  requests  certification  of  a 
batch  shall  submit  with  his  request  a 
statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  such 
batch,  the  batch  mark  and  (unless  it 
was  previously  submitted)  the  date  on 
which  the  latest  assay  of  the  tetracycline 
hydrochloride  or  tetracycline  phosphate 
complex  used  in  making  such  batch  was 
completed,  the  equivalent  number  of  mil¬ 
ligrams  of  tetracycline  hydrochloride  in 
each  package,  the  date  on  which  the 
latest  assay  of  the  drug  comprising  the 
batch  was  completed,  the  quantity  of 
each  other  ingredient  used  in  making 
the  batch,  and  a  statement  that  each 
such  ingredient  conforms  to  the  requirer 
ments  prescribed  therefor  by  this  sec¬ 
tion.  If  such  batch  or  any  part  thereof 
is  to  be  packaged  with  a  diluent,  such 
request  shall  also  be  accompanied  by  a 
statement  that  such  diluent  conforms  to 
the  requirements  prescribed  therefor  by 
this  section. 

(2)  Except  as  otherwise  provided  by 
subparagraph  (5)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request  the  results  of  the  tests 
and  assays  listed  after  each  of  the  fol¬ 
lowing,  made  by  him  on  an  accurately 
representative  sample  of: 

(i)  The  batch:  Potency,  sterility,  pyro¬ 
gens,  moisture,  pH. 

(ii)  The  tetracycline  hydrochloride  or 
tetracycline  phosphate  complex  used  in 
making  the  batch :  Potency,  toxicity,  his¬ 
tamine,  extinction  coefficient,  crystallin¬ 
ity,  and  solubility  if  it  is  tetracycline 
phosphate  complex. 


(3)  Except  as  otherwise  provided  by 
subparagraph  (5)  of  this  paragraph,  if 
such  batch  is  packaged  for  dispensing 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(i)  The  batch: 

(a)  For  all  tests  except  sterility:  l 
immediate  container  for  each  5.000  im¬ 
mediate  containers  in  the  batch,  but  in 
no  case  less  than  10  or  more  than  17 
immediate  containers. 

(b)  For  sterility  testing:  10  immediate 

containers.  — j. 

Such  samples  shall  be  collected  by  taking 
single  immediate  containers  at  such  in¬ 
tervals  throughout  the  entire  time  of 
packaging  the  batch  that  the  quantities 
packaged  during  the  intervals  are  ap¬ 
proximately  equal. 

(ii)  The  tetracycline  hydrochloride  or 

tetracycline  phosphate  complex  used 
in  making  the  batch:  10  packages 
containing  approximately  equal  portions 
of  not  less  than  250  milligrams,  packaged 
in  accordance  with  the  requirements  of 
§  146C.201  (b).  * 

(iii)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient  used 
in  making  the  batch:  1  package  of  each, 
containing  approximately  5  grams. 

(iv)  In  case  of  an  initial  request  for 
the  certification  of  a  batch  which  is  to 
be  packaged  in  combination  with  a  dilu¬ 
ent  that  is  not  recognized-by  the  U.  S.  P. 
or  when  any  change  is  made  in  the  com¬ 
position  of  such  diluent:  5  packages  of 
the  diluent  included  in  the  combination. 

(4)  If  such  batch  is  packaged  fern  re¬ 
packing,  such  person  shall  submit'with 
his  request  a  sample  consisting  of  the 
following: 

(i)  For  all  tests  except  sterility:  10 
packages,  each  containing  approximately 
0.25  gram. 

(ii)  For  sterility  testing:  10  packages. ' 
each  containing  approximately  40  milli{ 
grams  of  tetracycline  hydrochloride  or 
tetracycline  phosphate  complex. 

Each  such  package  shall  be  packaged 
in  accordance  with  the  requirements  of 
paragraph  (b)  of  this  section. 

(5)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and  no 
sample  referred  to  in  subparagraph  (3) 
(ii)  of  this  paragraph,  is  required  if  such 
result  or  sample  has  been  previously 
submitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch 
under  the  regulations  in  this  part  shall 
be: 

(1)  $4.00  for  each  immediate  con¬ 
tainer  in  the  samples  submitted  in  ac¬ 
cordance  with  paragraph  (d)  (3)  (i) 
(a),  (ii),  (iii).  (iv),  and  (4)  (i)  of  this 
section:  $10.00  for  all  containers  sub¬ 
mitted  in  accordance  with  paragraph 
(d)  (3)  (i)  (b)  and  (4)  (ii)  of  this 
section. 

(2)  If  the  Commissioner  considers 
that  investigations  other  than  examina¬ 
tion  of  such  packages  are  necessary  to 
determine  whether  or  not  such  batch 
complies  with  the  requirements  of  9  146J 
of  this  chapter  for  the  issuance  of  a 
certificate,  the  cost  of  such  investiga¬ 
tions. 

'  \  J| 
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The  fee  prescribed  by  subparagraph  (1) 
i  this  paragraph  shall  accompany  the 
rifluest  for  certification  unless  such  fee 
wavered  by  an  advance  deposit  main¬ 
tained  in  accordance  with  §  146.8  (d)  of 
this  chapter. 


8 146C.222  Tetracycline  hydrochloride 
oral  suspension  ( tetracycline  hydrochlo¬ 
ride  homogenized  mixture) ;  tetracycline 
phosphate  complex  oral  suspension  ( tet¬ 
racycline  phosphate  complex  oral 
drops);  tetracycline  hydrochloride  oral 
solution;  tetracycline  calcium  oral  sus¬ 
pension;  tetracycline  oral  suspension — 
(a)  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  Tetracycline  hydrochlo¬ 
ride  oral  suspension,  tetracycline  hydro¬ 
chloride  oral  solution,  and  tetracycline 
calcium  oral  suspension  are  tetracycline 
hydrochloride  or  tetracycline  calcium 
prepared  from  tetracycline  hydrochlo¬ 
ride.  Tetracycline  oral  suspension  and 
tetracycline  phosphate  complex  oral  sus¬ 
pension  are  prepared  from  tetracycline 
or  tetracycline  phosphate  complex.  Each 
drug  contains  one  or  more  suitable  and 
harmless  suspending  and  dispersing 
agents  (unless  it  is  tetracycline  hydro¬ 
chloride  oral  solution) ,  with  or  without 
one  or  more  suitable  sulfonamides,  and 
with  or  without  one  or  more  suitable  and 
hamless  colorings,  flavorings,  buffer 
substances,  and  preservatives,  suspended 
or  dissolved  in  a  suitable  and  harmless 
vehicle.  If  it  is  tetracycline  hydrochlo¬ 
ride  oral  suspension,  tetracycline  oral 
suspension,  or  tetracycline  phosphate 
complex  oral  suspension,  it  may  contain 
one  or  more  suitable  and  harmless  vita¬ 
min  substances.  Each  milliliter  shall 
contain  not  less  than  the  equivalent  of 
25  milligrams  of  tetracycline  hydrochlo¬ 
ride.  Its  moisture  content  is  not  more 
than  2  percent  if  it  is  tetracycline  hydro¬ 
chloride  oral  suspension,  tetracycline 
phosphate  complex  oral  suspension,  or 
tetracycline  oral  suspension  and  not  more 
than  7  percent  if  it  is  tetracycline  hydro¬ 
chloride  oral  solution.  Its  pH  is  not  less 
than  2.0  and  not  more  than  3.5  if  it  is 
tetracycline  hydrochloride  oral  solution 
and  not  less  than  7.0  and  not  more  than 
8.0  if  it  is  tetracycline  calcium  oral  sus¬ 
pension.  The  tetracycline  hydrochloride 
used  conforms  to  the  standards  pre¬ 
scribed  by  §  146C.218  (a),  except 
5146C.218  (a)  (2),  (4),  and  (5).  The 
tetracycline  phosphate  complex  used 
conforms  to  the  standards  prescribed  by 
5 146c.232  (a).  The  tetracycline  used 
conforms  to  the  standards  prescribed  by 
S  146C.220  (a) .  Each  other  substance 
used,  if  its  name  is  recognized  in  the 
U.  S.  P.  or  N.  F.,  conforms  to  the  stand¬ 
ards  prescribed  therefor  by  such  official 
compendium. 


(b)  Packaging.  The  immediate  con¬ 
tainer  shall  be  a  tight  container  as  de¬ 
fined  by  the  U.  S.  P.,  and  shall  be  of 
such  composition  as  will  not  cause  any 
change  in  the  strength,  quality,  or  purity 
of  the  contents  beyond  any  limit  there¬ 
for  in  applicable  standards,  except  that 
minor  changes  so  caused  that  are  nor¬ 
mal  and  unavoidable  in  good  packaging, 
storage,  and  distribution  practice  shall 
be  disregarded. 

(c)  Labeling.  Each  package  shall 
bear  on  its  label  or  labeling  as  herein¬ 
after  indicated,  the  following: 
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(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark. 

<ii)  The  potency  per  milliliter  ex¬ 
pressed  in  milligrams  of  tetracycline 
hydrochloride  or  its  equivalency  of  tet¬ 
racycline  hydrochloride. 

(iii)  The  statement  “Shake  well.” 

(iv)  The  name  and  quantity  of  each 
sulfonamide,  preservative,  and  vitamin 
substance  used  in  making  the  batch. 

(v)  The  statement  “Expiration  date 

_ ,”  the  blank  being  filled  in  with  the 

date  that  is  18  months  after  the  month 
during  which  the  batch  was  certified,  ex¬ 
cept  that  the  blank  may  be  filled  in  with 
the  date  that  is  24  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified  if  the  person  who  requests  certifica¬ 
tion  has  submitted  to  the  Commissioner 
results  of  tests  and  assays  showing  that 
after  having  been  stored  for  such  period 
of  time  such  drug  as  prepared  by  him 
complies  with  the  standards  prescribed 
by  paragraph  (a)  of  this  section,  except 
that  if  it  contains  tetracycline  phosphate 
complex  or  one  or  more  vitamin  sub¬ 
stances  the  blank  is  filled  in  with  the 
date  that  is  12  months  after  the  month 
during  which  the  batch  was  certified: 
Provided,  however.  That  such  expiration 
date  may  be  omitted  from  the  immediate 
container  if  such  immediate  container  is 
packaged  in  an  individual  wrapper  or 
container. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer  : 

(i)  The  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription,”  unless  it  is  packaged  for 
dispensing  and  it  is  intended  solely  for 
veterinary  use  and  is  conspicuously  so 
labeled. 

(ii)  If  it  is  packaged  for  dispensing 
and  it  is  intended  for  use  by  man,  a 
reference  specifically  identifying  a 
readily  available  medical  publication 
containing  information  (including  con¬ 
traindications  and  possible  sensitiza¬ 
tion)  adequate  for  the  use  of  such  drug 
by  practitioners  licensed  by  law  to  ad¬ 
minister  it;  or  a  reference  to  a  brochure 
or  other  printed  matter  containing  such 
information,  and  a  statement  that  such 
brochure  or  other  printed  matter  will  be 
sent  on  request:  Provided,  however. 
That  this  reference  may  be  omitted  if 
the  information  is  contained  in  a  circu¬ 
lar  or  other  labeling  within  or  attached 
to  the  package. 

(3)  On  the  label  and  labeling: 

(i)  If  it  is  tetracycline  hydrochloride 
oral  suspension  or  tetracycline  oral  sus¬ 
pension  or  tetracycline  phosphate  com¬ 
plex  oral  suspension,  and  it  contains 
one  or  more  vitamin  substances  or  sul¬ 
fonamides,  after  the  name  “tetracycline 
hydrochloride  oral  suspension,”  “tetra¬ 
cycline  oral  suspension,”  or  “tetracycline 
phosphate  complex  oral  suspension,” 
wherever  it  appears,  the  words  “with 

sulfonamide  (s)”  or  “with  vitamin _ ,” 

the  blank  being  filled  with  the  name  of 
the  vitamin  ingredient  used,  or  “with 
vitamins,”  if  it  contains  more  than  one 
vitamin  ingredient,  in  juxtaposition  with 
such  name. 

(ii)  If  it  is  tetracycline  hydrochloride 
oral  solution  or  tetracycline  calcium 
oral  suspension  and  it  contains  one  or 
more  sulfonamides,  after  the  name 


“tetracycline  hydrochloride  oral  solu¬ 
tion”  or  “tetracycline  calcium  oral  sus¬ 
pension,”  wherever  it  appears,  the 
words  “with  sulfonamide (s) ,”  in  juxta¬ 
position  with  such  name. 

(4)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  it 
is  packaged  for  dispensing  and  it  is  in¬ 
tended  solely  for  veterinary  use  and  is 
conspicuously  so  labeled,  adequate  direc¬ 
tions  and  warnings  for  the  veterinary 
use  of  such  drug  by  the  laity.  Such  cir¬ 
cular  or  other  labeling  may  also  bear  a 
statement  that  a  brochure  or  other 
printed  matter  containing  information 
for  other  veterinary  uses  of  such  drug 
by  a  veterinarian  licensed  by  law  to  ad-, 
minister  it  will  be  sent  to  such  veterinar¬ 
ian  on  request. 

"^td)  Request  for  certification;  samples. 
(1)  In  addition  to  complying  with  the 
requirements  of  §  146.2  of  this  chapter,  - 
a  person  who  requests  certification  of  a 
batch  shall  submit  with  his  request  a 
statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  such 
batch,  the  batch  mark  and  (unless  it  was 
previously  submitted)  the  date  on  which 
the  latest  assay  of  the  tetracycline  hy¬ 
drochloride,  tetracycline,  or  tetracycline 
phosphate  complex  used  in  making  such 
batch  was  completed,  the  potency  per 
milliliter  of  the  batch,  the  date  on 
which  the  latest  assay  of  the  drug  com¬ 
prising  such  batch  was  completed,  the 
quantity  of  each  ingredient  used  in  mak¬ 
ing  the  batch,  and  a  statement  that  each 
such  ingredient  conforms  to  the  require¬ 
ments  prescribed  therefor  by  this  sec¬ 
tion. 

(2)  Except  as  otherwise  provided  in 
subparagraph  (4)  of  this  paragraph, 
each  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(i)  The  batch:  Average  potency  per 
milliliter,  average  moisture  if  it  is  tetra¬ 
cycline  hydrochloride  oral  suspension, 
tetracycline  oral  suspension,  tetracycline 
phosphate  complex  oral  suspension,  or 
tetracycline  hydrochloride  oral  solution, 
and  pH  if  it  is  tetracycline  hydrochloride 
oral  solution  or  tetracycline  calcium  oral 
suspension. 

(ii)  The  tetracycline  hydrochloride, 
tetracycline,  or  tetracycline  phosphate 
complex  used  in  making  the  batch: 
Potency,  toxicity,  moisture,  pH,  crystal¬ 
linity,  and  extinction  coefficient;  and  if 
it  is  tetracycline  phosphate  complex, 
solubility. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(i)  The  batch:  1  immediate  container 
for  each  5,000  immediate  containers  in 
the  batch,  but  in  no  case  less  than  5  or 
more  than  12  immediate  containers, 
collected  by  taking  single  'immediate 
containers  at  such  intervals  throughout 
the  entire  time  of  packaging  the  batch 
that  the  quantities  packaged  during  the 
intervals  are  approximately  equal. 

(ii)  The  tetracycline  hydrochloride, 
tetracycline,  or  tetracycline  phosphate 
complex  used  in  making  the  batch:  10 
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packages,  each  containing  approximately 
equal  portions  of  not  less  than  60  milli¬ 
grams,  packaged  in  accordance  with  the 
requirements  of  §  146C.201  (b) . 

(iii)  In  the  case  of  an  initial  request 
for  certification,  each  other  ingredient 
used  in  making  the  batch:  1  package 
of  each  containing  approximately  5.0 
grams. 

(4)'  No  result  referred  to  in  subpara¬ 
graph  (2)  (it)  of  this  paragraph,  and 
no  sample  referred  to  in  subparagraph 
(3)  (ii)  of  this  paragraph,  is  required 
if  such  result  or  sample  has  been  pre¬ 
viously  submitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  un¬ 
der  the  regulations  in  this  part  shall  be: 

(1)  $4.00  for  each  package  in  the 
samples  submitted  in  accordance  with 
paragraph  (d)  (3)  (i),  (ii),  and  (iii)  of 
this  section. 

(2)  If  the  Commissioner  considers 
that  investigations  other  than  the  exam¬ 
ination  of  such  packages  are  necessary 
to  determine  whether  or  not  such  batch 
complies  with  the  requirements  of  §  146.3 
of  this  chapter  for  the  issuance  of  a  cer¬ 
tificate,  the  cost  of  such  investigations. 

The  fee  prescribed  by  subparagraph  (1) 
of  this  paragraph  shall  accompany  the 
request  for  certification  unless  such  fee 
is  covered  by  an  advance  deposit  main¬ 
tained  in  accordance  with  §  146.8  (d)  of 
this  chapter. 

§  146c. 224  Tetracycline  hydrochloride - 
nystatin  capsules;  tetracycline  phos¬ 
phate  complex-nystatin  capsules.  Tet¬ 
racycline  hydrochloride-nystatin  cap¬ 
sules  and  tetracycline  phosphate  com¬ 
plex-nystatin  capsules  are  capsules  that 
conform  to  all  the  requirements  and 
procedures  prescribed  by  §  146c.204  for 
tetracycline  hydrochloride  capsules  and 
tetracycline  phosphate  complex  capsules, 
except  that: 

(a)  Each  capsule  contains  not  less 
than  100,000  units  of  nystatin.  The 
nystatin  used  is  produced  by  the  growth 
of  Streptomyces  noursei.  It  is  a  white 
to  yellow  to  light-tan  powder.  It  is  very 
slightly  soluble  in  water,  moderately 
soluble  in  methanol,  butanol,  or  pro¬ 
panol.  Its  potency  is  not  less  than  2,000 
units  per  milligram.  It  is  nontoxic.  Its 
pH  in  a  3 -percent  aqueous  suspension  is 
not  less  than  6.5  and  not  more  than  8.0. 
Its  moisture  content  is  not  more  than  5 
percent.  It  exhibits  absorption  maxima 
at  291,  305,  and  319  m/i  when  dissolved 
in  methanol,  and  its  specific  rotation  in 
dimethyl  formamide  at  20°  C.  is  not  more 
than  ±25°. 

<b)  In  addition  to  the  labeling  pre¬ 
scribed  for  tetracycline  hydrochloride 
capsules  or  tetracycline  phosphate  com¬ 
plex  capsules,  each  package  shall  bear 
on  its  label  or  labeling  the  number  of 
units  of  nystatin  in  each  capsule  of  the 
batch.  Its  expiration  date  shall  be  the 
date  that  is  18  months  after  the  month 
during  which  .the  batch  was  certified  if  it 
is  tetracycline  phosphate  complex- 
nystatin  capsules. 

(c)  In  addition  to  complying  with  the 
requirements  of  §  146C.204  (d),  a  person 
who^  requests  certification  of  a  batch 
shall  submit  with  his  request  a  state¬ 
ment  showing  the  batch  mark  and  (un¬ 


less  they  were  previously  submitted)  the 
results  and  the  date  of  the  latest  tests 
and  assays  of  the  nystatin  used  in  mak¬ 
ing  the  batch  for  potency,  toxicity,  pH, 
moisture,  and  specific  rotation.  He  shall 
also  submit  in  connection  with  his  re¬ 
quest  (unless  it  was  previously  submit¬ 
ted)  a  sample  consisting  of  10  packages, 
each  containing  approximately  equal 
portions  of  not  less  than  300  milligrams 
of  the  nystatin  used  in  making  the  batch. 

(d)  The  fees  for  the  services  rendered 
with  respect  to  the  samples  submitted  in 
accordance  with  the  requirements  of 
paragraph  (c)  of  this  section  shall  be: 

(1)  $1.00  for  each  capsule. 

(2)  $4.00  for  each  immediate  con¬ 
tainer  of  nystatin. 


Part  146e — Certification  of  Bacitracin 

and  Bacitracin-Containing  Drugs 

§  146e.403  Bacitracin  tablets ;  zinc 
bacitracin  tablets;  bacitracin  methylene 
disalicylate  tablets ;  bacitracin  supposi¬ 
tories;  zinc  bacitracin  suppositories  (if 
they  are  represented  for  vaginal  use ) ; 
bacitracin  implantation  pellets;  zinc 
bacitracin  implantation  pellets  (if  they 
are  represented  for  use  by  implanting 
under  the  skin  of  animals) — (a)  Stand¬ 
ards  of  identity,  strength,  quality,  and 
purity.  '  Bacitracin  tablets,  zinc  bacitra¬ 
cin  tablets,  and  bacitracin  methylene 
disalicylate  tablets  are  tablets  composed 
of  bacitracin,  zinc  bacitracin,  or  baci¬ 
tracin  methylene  disalicylate,  with  or 
without  kaolin  and  pectin  and  with  or 
without  one  or  more  suitable  and  harm¬ 
less  buffer  substances,  diluents,  binders, 
lubricants,  colorings,  and  flavorings. 
The  potency  of  each  tablet  is  not  less 
than  1,000  units  nor  more  than  10,000 
units.  Its  moisture  content  is  not  more 
than  5  percent.  The  bacitracin  used 
conforms  to  the  standards  prescribed 
therefor  by  §  146e.401  (a) ,  except 
§  146e.401  (a)  (2),  (4),  and  (8).  The 
zinc  bacitracin  used  conforms  to  the  re¬ 
quirements  of  §  146e.418  (a).  The  baci¬ 
tracin  methylene  disalicylate  used  con¬ 
forms  to  the  requirements  of  §  146e.416 
(a).  Each  other  substance  used,  if  its 
name  is  recognized  in  the  U.  S.  P.  or 
N.  F.,  conforms  to  the  standards  pre¬ 
scribed  therefor  by  such  official  compen¬ 
dium. 

(b)  Packaging.  Unless  each  tablet  is 
enclosed  in  a  foil  or  plastic  film  and  such 
enclosure  is  a  tight  container  as  defined 
by  the  U.  S.  P.,  except  the  provision  that 
it  shall  be  capable  of  tight  reclosure,  the 
immediate  container  shall  be  a  tight  con¬ 
tainer  as  so  defined.  The  immediate 
container  may  also  contain  a  desiccant 
separated  from  the  tablets  by  a  plug  of 
cotton  or  other  like  material.  The  com¬ 
position  of  the  immediate  container,  or 
of  the  foil  or  film  enclosure,  shall  be 
such  as  will  not  cause  any  change  in  the 
strength,  quality,  or  purity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  appli¬ 
cable  standards,  except  that  minor 
changes  so  caused  which  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded. 

(c)  Labeling.  Each  package  shall 
bear,  on  its  label  or  labeling  as  herein¬ 
after  indicated,  the  following: 


(1)  On  the  outside  wrapper  or  con 
tainer  and  the  immediate  container- 

(1)  The  batch  mark; 

(ii)  The  number  of  units  in  each  t&h. 
let  of  the  batch; 

(iii)  The  statement  “Expiration  date 

- the  blank  being  filled  in 

with  the  date  which  is  12  months  after 
the  month  during  which  the  batch  was 
certified,  except  that  the  blank  may  be 
filled  in  with  the  date  which Jp  18  months 
or  24  months  or  36  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified  if  the  person  who  requests  cerl 
tification  has  submitted  to  the  Commis- 
sioner  results  of  tests  and  assays 
showing  that  after  having  been  stored 
for  such  period  of  time  such  drug  as 
prepared  by  him  complies  with  the 
standards  prescribed  by  paragraph  (a) 
of  this  section:  Provided,  however.  That 
such  expiration  date  may  be  omitted 
from  the  immediate  container  if  such 
immediate  container  is  packaged  in  an 
individual  wrapper  or  container; 

(iv)  If  it  is  implantation  pellets  or 
bacitracin  methylene  disalicylate  tablet^ 
the  statement  “For  veterinary  use  only." 

(v)  If  the  batch  contains,  in  addition  ' 
to  bacitracin,  zinc  bacitracin,  or  bacitra- 
cin  methylene  disalicylate,  one  or  more 
of  the  other  active  ingredients  specified 
in  paragraph  (a)  of  this  section,  the 
name  and  quantity  of  each  such  other 
ingredient  in  each  tablet. 

(2)  On  the  outside  wrapper  or  con- 
tainer: 

'  (i)  The  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription,”  unless  it  is  packaged  for  dis¬ 
pensing  and  it  is  intended  solely  for  vet¬ 
erinary  use  and  is  conspicuously  so 
labeled. 

(ii)  If  it  is  packaged  for  dispensing 
and  it  is  intended  for  use  by  man,  a  ref¬ 
erence  specifically  identifying  a  readily 
available  medical  publication  containing 
information  (including  contraindications 
and  possible  sensitization)  adequate  for 
the  use  of  such  drug  by  practitioners 
licensed  by  law  to  administer  it;  or  a 
reference  to  a  brochure  or  other  printed 
matter  containing  such  information,  and 
a  statement  that  such  brochure  or  other 
printed  matter  will  be  sent  on  request: 

Provided,  however.  That  this  reference 
may  be  omitted  if  the  information  is  con¬ 
tained  i^.  a  circular  or  other  labeling 
within  or  attached  to  the  package. 

(3)  On  the  label  and  labeling,  if  it 
contains  kaolin  or  pectin,  after  the  name 
“bacitracin  tablets,”  “zinc  bacitracin 
tablets,”  or  “bacitracin  methylene  disali¬ 
cylate  tablets,”  wherever  it  appears,  the 

words  “with _ (the  blank  being 

filled  in  with  the  word  “kaolin”  or  “pec¬ 
tin”  or  the  words  “kaolin  and  pectin," 
in  juxtaposition  with  such  name).” 

(4)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  it 
is  packaged  for  dispensing  and  it  is  in¬ 
tended  solely  for  veterinary  use  and  is 
conspicuously  so  labeled,  adequate  direc¬ 
tions  and  warnings  for  the  veterinary  use 
of  such  drug  by  the  laity.  Such  circular 
or  other  labeling  may  also  bear  a  state¬ 
ment  that  a  brochure  of  other  printed 
matter  containing  information  for  other 
veterinary  uses  of  such  drug  by  a  veteri¬ 
narian  licensed  by  law  to  administer  it 


FEDERAL  REGISTER 


6443 


Thursday,  August  21,  1958 

^  be  sent  to  such  veterinarian  on 

rC?d)  Requests  for  certification;  samples. 
n)  In  addition  to  complying  with 
the  requirements  of  §  146.2  of  this 
chapter,  a  person  who  requests  certifi¬ 
cation  of  a  batch  shall  submit  with  his 
rgguest  a  statement  showing  the  batch 
mark  the  number  of  packages  of  each 
size  in  such  batch,  the  batch  mark  and 
(unless  it  was  previously  submitted)  the 
date  on  which  the  latest  assay  of  the 
bacitracin,  zinc  bacitracin,  or  bacitracin 
methylene  disalicylate  used  in  making 
such  batch  was  completed,  the  number 
of  units  in  each  tablet,  the  quantity  of 
each  ingredient  used  in  ,  making  the 
batch,  the  date  on  which  the  latest  assay 
of  the  drug  comprising  such  batch  was 
completed,  and  a  statement  that  each 
ingredient  used  in  making  the  batch  con¬ 
forms  to  the  requirements  prescribed 
therefor,  if  any,  by  this  section. 

(2)  Except  as  otherwise  provided  in 
subparagraph  (4)  of  this  paragraph,  such 
person  shall  submit  in  connection  with 
his  request  results  of  the  tests  and  assays 
listed  after  each  of  the  following,  made 
by  him  on  an  accurately  representative 
sample  of: 

(1)  The  batch;  average  potency  per 
tablet  and  average  moisture. 

<ii)  The  bacitracin,  zinc  bacitracin,  or 
bacitracin  methylene  disalicylate  used  in 
making  the  batch;  potency,  toxicity, 
moisture,  pH,  ash  content  if  it  is  baci¬ 
tracin,  and  zinc  content  if  it  is  zinc 
bacitracin. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  Connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(i)  The  batch;  one  tablet  for  each 
5,000  tablets  in  the  batch,  but  in  no  case 
less  than  30  tablets  or  more, than  100  tab¬ 
lets,  collected  by  taking  single  tablets  at 
such  intervals  throughout  the  entire  time 
of  tableting  that  the  quantities  tableted 
during  the  intervals  are  approximately 
equal. 

(ii)  The  bacitracin  used  in  making  the 
batch;  six  packages,  each  containing  ap¬ 
proximately  equal  portions  of  not  less 
than  500  milligrams  each,  packaged  in 
accordance  with  the  requirements  of 
1 146e.401  (b). 

(iii)  The  zinc  bacitracin  used  in  mak¬ 
ing  the  batch;  6  packages,  each  Con¬ 
taining  approximately  equal  portions  of 
not  less  than  1.0  gram,  packaged  in 
accordance  with  the  requirements  of 
5 146e.418  (b) . 

(iv)  The  bacitracin  methylene  di- 
salicylate  used  in  making  the  batch;  5 
packages  containing  approximately 
equal  portions  of  not  less  than  5  grams 
each,  packaged  in  accordance  with  the 
requirements  of  §  146e.416  (b) . 

(v)  In  case  of  an  initial  request  for 
certification,  each  other  substance  used 
in  making  the  batch;  1  package  of  each 
containing  approximately  5  grams. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and 
no  sample  referred  to  in  subparagraph 
13)  (ii),  (ifi),  or  (iv)  of  this  paragraph, 
is  required  if  such  result  or  sample  has 
been  previously  submitted. 


(e)  Fees.  The  fee  for  the  services  ren¬ 
dered  with  respect  to  each  batch  under 
the  regulations  in  this  part  shall  be: 

(1)  $0.75  for  each  tablet  in  the  sample 
submitted  in  accordance  with  paragraph 
(d)  (3)  (i)  of  this  section;  $4.00  for  each 
package  in  the  samples  submitted  in  ac¬ 
cordance  with  paragraph  (d)  (3)  (ii), 
(iii),  (iv),  and  (v)  of  this  section;  and 

(2)  If  the  Commissioner  considers  that 

investigations,  other  than  examination 
of  such  tablets  and  packages,  are  nec¬ 
essary  to  determine  whether  or  not  such 
batch  complies  with  the  requirements 
of  §  146.3  of  this  chapter  for  the  issu¬ 
ance  of  a  certificate,  the  cost  of  such 
investigations.  — . 

The  fee  prescribed  by  subparagraph  (1) 
of  this  paragraph  shall  accompany  the 
request  for  certification  unless  such  fee 
is  covered  by  an  advance  deposit  main¬ 
tained  in  accordance  with  §  146.8  (d) 
of  this  chapter. 

§  146e.409  Bacitracin-polymyxin  oint¬ 
ment;  zinc  'bacitracin-polymyxin  oint¬ 
ment.  (a)  Bacitracin-polymyxin  oint¬ 
ment  and  zinc  bacitracin-polymyxin 
ointment  conform  to  all  requirements 
and  are  subject  to  all  procedures  pre¬ 
scribed  by  §  146e.402  for  bacitracin  oint¬ 
ment  and  zinc  bacitracin  ointment,  ex¬ 
cept  paragraph  (f)  of  that  section,  and 
except  that: 

(1)  Its  content  of  bacitracin  or  zinc 
bacitracin  is  not  less  than  200  units  per 
gram. 

(2)  It  contains  not  less  than  4,000 
units  of  polymyxin  B  per  gram.  The 
polymyxin  B  used  conforms  to  the  re¬ 
quirements  prescribed  for  polymyxin  B 
by  §  146b.l07  (a)  of  this  chapter,  except 
the  standard  for  toxicity. 

(3)  Its  moisture  content  is  not  more 
than  0.5  percent. 

(4)  If  it  is  in  liquid  form,  it  shall  be 
packaged  in  immediate  containers  of 
transparent  glass  which  meet  the  test 
for  tight  containers  as  defined  by  the 
U.  S.  P. 

(5)  In  lieu  of  the  labeling  prescribed 

by  §  146e.402  (c)  (1)  (ii)  and  (iv),  each 
package  shall  bear  on  the  outside  wrap¬ 
per  or  container  and  the  immediate 
container  the  number  of  units  of  bac¬ 
itracin  or  zinc  bacitracin  and  the  num¬ 
ber  of  units  of  polymyxin  B  in  each  gram 
of  the  batch  and  the  statement  “Expira¬ 
tion  date _ ,”  the  blank  being  filled 

in  with  the  date  which  is  12  months  after 
the  month  during  which  the  batch  was 
certified,  except  that  if  the  person  who 
requests  certification  has  submitted  to 
the  Commissioner  results  of  tests  and 
assays  showing  that  after  having  been 
stored  for  18  months  or  24  months  or 
36  months  at  room  temperature  such 
drug  as  prepared  by  him  complies  with 
the  standards  of  identity,  strength,  qual¬ 
ity,  and  purity  prescribed  for  the  drug, 
the  blank  shall  be  filled  in  with  the  date 
which  is  18  months  or  24  months  or  36 
months  after  the  month  during  which 
the  batch  was  certified:  Provided,  how¬ 
ever,  That  such  expiration  date  may  be 
omitted  from  the  immediate  container  if 
such  immediate  container  is  packaged  in 
an  individual  wrapper  or  container. 

(6)  In  addition  to  complying  with  the 
requirements  of  §  146e.402  (c) ,  if  it  is  in 


liquid  form,  each  package,  shall  bear  on 
the  outside  wrapper  or  container  and  the 
immediate  container,  the  statements 
“Shake  well”  and  “Not  for  injection.” 

(7)  In  addition  to  complying  with  the 
requirements  of  S  146e.402  (d) ,  a  person 
who  requests  certification  of  a  batch  shall 
submit  with  his  request  a  statement 
showing  the  batch  mark  and  (unless  it 
was  previously  submitted)  the  results 
and  date  of  the  latest  tests  and  assays 
of  the  polymyxin  used  in  making  the 
batch  for  potency.  He  shall  also  submit 
in  connection  with  his  request  a  sample 
consisting  of  not  less  than  6  packages  of 
ointment  and  (unless  it  was  previously 
submitted)  a  sample  consisting  of  5  pack¬ 
ages  containing  equal  portions  of  not  less  * 
than  0.5  gram  each  of  the  polymyxin 
used  in  making  the  batch. 

(b)  The  fees  for  the  services  rendered 
with  respect  to  the  samples  .submitted  in 
accordance  with  the  requirements  of 
paragraph  (a)  (7)  of  this  section  shall 
be: 

(1)  $5.00  for  each  tube  of  ointment. 

(2)  $4.00  for  each  immediate  con¬ 
tainer  of  the  polymyxin  used  in  making 
the  batch. 

§  146e.410  Bacitracin-neomycin  tab¬ 
lets;  zinc  bacitracin-neomycin  tablets; 
bacitracin  methylene  disalicytate-neo- 
mycin  tablets,  '(a)  Bacitracin-neomy¬ 
cin  tablets,  zinc  bacitracin-neomycin 
tablets,  and  bacitracin  methylene  di- 
salicylate-neomycin  tablets  conform  to 
all  requirements  and  are  subject  to  all 
procedures  prescribed  for  bacitracin  tab¬ 
lets,  zinc  bacitracin  tablets,  and  baci¬ 
tracin  methylene  disalicylate  tablets, 
except  that:  ✓ 

(1)  Each  tablet  contains  not  less  than 
2,500  units  of  bacitracin,  zinc  bacitracin, 
or  bacitracin  methylene  disalicylate. 

(2)  Each  tablet  contains  not  less  than 
25  milligrams  of  neomycin.  The  neomy¬ 
cin  used  is  produced  by  the  growth  of 
Streptomyces  fradiae,  has  a  potency  of 
not  less  than  330  micrograms  (one 
Waksman  unit  is  equivalent  to  3.3  micro¬ 
grams  of  the  base)  per  milligram,  is  non¬ 
toxic,  has  a  moisture  content  of  not  more 
than  8  percent,  and  its  pH  in  an  aqueous 
solution  33  milligrams  per  milliliter  is 
not  less  than  5.0  and  not  more  than  7.5. 

(3)  In  lieu  of  the  labeling  prescribed 
by  §  146e.403  (c)  (1)  (ii),  each  package 
shall  bear  on  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container  the 
number  of  units  of  bacitracin,  zinc  baci¬ 
tracin,  or  bacitracin  methylene  disali¬ 
cylate  and  the  number  of  milligrams  of 
neomycin  in  each  tablet  of  the  batch. 

(4)  In  addition  to  complying  with  the 
requirements  of  §  146e.403  (d) ,  a  person 
who  requests  certification  of  a  batch 
shall  submit  with  his  request  a  statement 
showing  the  number  of  units  of  baci¬ 
tracin,  zinc  bacitracin,  or  bacitracin  me¬ 
thylene  disalicylate  and  the  number  of 
milligrams  of  neomycin  in  each  tablet  of 
the  batch,  the  batch  mark,  and  (unless  it 
was  previously  submitted)  the  results  and 
the  date  of  the  latest  tests  and  assays  of 
the  neomycin  used  in  making  the  batch 
for  potency,  toxicity,  moisture,  and  pH. 
He  shall  also  submit  in  connection  with 
his  request  (unless  it  was  previously 
submitted)  a  sample  consisting  of  5 
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packages  containing  approximately  equal 
portions  of  not  less  than  0.5  gram  each 
of  the  neomycin  used  in  making  such 
batch. 

(b)  The  fees  for  the  services  rendered 
with  respect  to  the  samples  submitted  in 
accordance  with  the  requirements  of  this 
section  shall  be: 

( 1 )  $1 .00  for  each  tablet. 

(2) '  $4.00  for  each  immediate  con¬ 
tainer  in  the  sample  of  neomycin  sub¬ 
mitted. 

(Sec.  701,  52  Stat.  1055,  as  amended;  2  U.  S.  C. 
371) 

Dated:  August  14,  1958. 

[seal]  Geo.  P.  Larrick, 

Commissioner  of  Food  and  Drugs. 

(F.  R.  Doc.  58-6736;  Filed,  Aug.  20,  1958; 
8:52  a.  m.] 


TITLE  7— AGRICULTURE 

Chapter  IX — Agricultural  Marketing 
Service  (Marketing  Agreements  and 
Orders),  Department  of  Agriculture 

Part  909 — Almonds  Grown  in  California 

ORDER  FIXING  SALABLE  AND  SURPLUS  PER¬ 
CENTAGES  FOR  ALMONDS  DURING  CROP 
YEAR  BEGINNING  JULY  *,  1958 

*  Pursuant  to  the  provisions  of  Market¬ 
ing  Agreement  No.  119,  as  amended,  and 
Order  No.  9,  as  amended  (7  CFR  Part 
909) ,  regulating  the  handling  of  almonds 
grown  in  California,  effective  under  the 
Agricultural  Marketing  Agreement  Act 
of  1937,  as  amended  (7  U.  S.  C.  601  et 
seq.),  the  Almond  Control  Board,  on 
July  30,  1958,  adopted  estimates  and 
recommendations  relative  to  the  estab¬ 
lishment  of  the  salable  and  surplus  per¬ 
centages  applicable  to  almonds  grown  in 
California  during  the  1958-59  crop  year. 
The  percentages  hereinafter  set  forth  are 
based  on  the  Board’s  estimates  and 
recommendations,  and  other  informa¬ 
tion. 

It  is  estimated  that  1958  production 
of  California  almonds  will  approximate 
27  million  pounds  kernel  weight,  and 
nearly  11  million  pounds  of  1957  crop 
almonds  were  carried  over  for  use  during 
the  1958  crop  year.  Allowing  for  a  June 
30,  1959  carryover  of  approximately  6 
million  pounds,  which  is  now  considered 
desirable,  there  will  be  approximately  32 
million  pounds  of  California  almonds 
available  for  disposition  during  the  1958 
crop  yepr.  Total  domestic  trade  acqui¬ 
sitions  of  almonds  are  estimated  to  ap¬ 
proximate  39  million  pounds,  of  which 
about  7  million  will  probably  be  im¬ 
ported.  Consequently,  no  surplus  is 
indicated. 

Further,  it  is  estimated  that  prices  of 
almonds  received  by  growers  during  the 
•1958-59  crop  year  are  likely  to  exceed 
their  season  average  parity  without  use 
of  the  volume  regulation  provisions  of 
the  aforesaid*  amended  agreement  and 
order. 

After  consideration  of  all  relevant  in- 

•  formation  available,  it  is  hereby  found 
that  to  establish  the  salable  and  surplus 
percentages  hereinafter  set  forth,  appli¬ 
cable  to  California  almonds  during  the 
1958-59  crop  year,  will  tend  to  effectuate 
the  declared  policy  of  the  act. 


Therefore,  it  is  ordered.  That  the 
salable  and  surplus  percentages  for 
almonds  received  by  handlers  for  their 
own  accounts  during  the  1958-59  crop 
year  shall  be  as  follows: 

§  909.208  Salable  and  surplus  per - 
centages  for  almonds  during  the  crop 
year  beginning  July  1,  1958.  The  salable 
and  surplus  percentages  during  the  crop 
year  beginning  July  1,  1958,  applicable 
to  the  total  kernel  weight  of  almonds 
received  by  handlers  for  their  own 
accounts  shall  be  100  percent  and  0  per¬ 
cent,  respectively. 

It  is  hereby  determined  that  good  cause 
exists  for  making  this  Order  effective 
upon  publication  in  the  Federal  Register 
rather  than  30  days  or  any  lesser  period 
thereafter  for  the  reasons  that  (1)  the 
1958-59  crop  year  has  already  begun,  and 
establishment  of  these  percentages  pro¬ 
vides  a  basis  for  trading  between  growers 
and  handlers,  and  (2)  compliance  with 
the  percentages  herein  established  will 
require  no  special  preparation  on  the" 
part  of  handlers  since  the  effect  of  this 
action  is  to  relieve  restrictions  on 
handlers. 

'(Sec.  5,  49  Stat.  753,  as  amended,  7  U.  S.  C. 
608c )  , 

Dated:  August  15,  1958,  to  become 
effective  upon  publication  in  the  Federal 
Register. 

Cseal]  S.  R.  Smith, 

Director, 

Fruit  and  Vegetable  Division.  , 

IF.  R.  Doc.  58-6754;  Filed,  Aug.  20,  1958; 

8:^5  a.  m.] 


TITLE  1 6— COMMERCIAL 
PRACTICES 

Chapter  I — Federal  Trade  Commission 

[Docket  6546] 

Part  13 — Digest  of  Cease  and  Desist 
Orders 

franklin  institute 

Subpart — Advertising  falsely  or  mis - 
leadingly:  §  13.15  Business  status,,  ad¬ 
vantages,  or  connections:  Concealed 
subsidiary  or  interest;  Government  con¬ 
nection;  §  13.85  Government  approval, 
action,  connection  or  standards:  Civil 
Service  Commission  connections  or 
recognition;  §  13.115  Jobs  and  employ¬ 
ment  service:  Government;  §  13.205 
Scientific  or  other  relevant  facts.  Sub¬ 
part — Misrepresenting  oneself  and 
goods — Business  status,  advantages  or 
connections:  §  13.1425  Government  con¬ 
nections;  I Misrepresenting  oneself  and 
goods ] — Goods:  §  13.1670  Jobs  and  em¬ 
ployment;  §  13.1725  Refunds;  §  13.1740 
Scientific  or  other  relevant  facts; 
§  13.1760  Terms  and  conditions.  Sub¬ 
part — Using  misleading  name — Vendor: 
§  13.2365  Concealed  subsidiary  or  “alter 
ego”:  Fictitious  collection  agency. 

(Sec.  6,  38  Stat.  721;  15  U.  S.  C.  46.  Intrepret 
or  apply  sec.  5,  38  Stat.- 719,  as  amended;  15 
U.  S  C.  45)  [Cease  and  desist  order,  Edward 
J.  Keenan  et  al.  trading  as  Franklin  Insti¬ 
tute,  Rochester,  N.  Y.,  Docket  6546,  July  3, 
1958] 


In  the  Matter  of  Edward  J.  Keenan, Jofa 
L.  Keenan,  Jr.,  Richard  M.  Keenan • 
and  Edward  J.  Keenan,  and  John  i. 
Keenan,  Jr.,  as  Trustees  of  Thomas  a 
Keenan;  Copartners  Trading  » 
Franklin  Institute 

This  proceeding  was  heard  by  a  hear¬ 
ing  examiner  on  the  complaint  of  the 
Commission  charging  sellers  in  Roches¬ 
ter,  N.  Y.,  of  correspondence  courses  de¬ 
signed  to  prepare  purchasers  for  U.  s' 
Civil  Service  positions,  with  representing 
falsely  by  advertisements  in  newspapers 
and  magazines,  booklets,  circulars,  etc 
that  they  were  connected  with  the  U.  s! 
Government,  that  specific  vacancies  ex¬ 
isted  in  the  federal  Civil  Service  in  spe- 
cified  areas  based  on  official  Govern- 
ment  estimates  for  which  examinations 
would  be  held,  and  that  their  advertise- 
ments  of  “U.  S.  Govt.  Jobs”  were  of- 
flcial  Government  announcements;  with 
making  such  false  representations,  along 
with  a  variety  of  others,  through  sales¬ 
men  calling  on  prospects  who  answered  1 
aforesaid  advertisements:  and  with  using 
a  fictitious  trade  name  for  the  purpose 
of  collecting  delinquent  accounts. 

After  acceptance  of  an  agreement  con¬ 
taining  a  consent  order,  the  hearing  ex¬ 
aminer  made  his  initial  decision  and 
order  to  cease  and  desist  which  became 
on  July  3  the  decision  of  the  Com¬ 
mission. 

The  order  to  cease  and  desist  is  as 
follows: 

It  is  ordered.  That  respondents,  Ed¬ 
ward  J.  Keenan  and  John  L.  Keenan,  Jr, 
formerly  copartners  trading  as  Franklin 
Institute,  T)r  trading  under  any  other 
name ;  their  agents,  representatives,  and 
employees,  directly  or  through  any  c oi- 
porate  or  other  device,  in  connection  with 
the  offering  for  sale,  sale,  or  distribution 
of  courses  of  instruction,  in  commerce,  as 
“commerce”  is  defined  in  the  Federal 
Trade  Commission  Act,  to  forthwith 
cease  and  desist  from  representing  di¬ 
rectly  or  by  implication: 

1.  That  specific  vacancies  in  the  Fed¬ 
eral  Civil  Service  exist,  or  will  exist  in 
the  immediate  future,  or  that  said  va¬ 
cancies  exist  or  will  exist  in  designated 
areas,  or  that  Federal  Civil  Service  ex¬ 
aminations  will  be  held  for  said  vacan¬ 
cies,  unless  such  are  the  facts. 

2.  That  a  specified  number  or  type  of 
Federal  Civil  Service  vacancies  which  ex¬ 
ist  or  will  exist  in  a  specified  metropoli¬ 
tan  or  any  other  geographical  area  are 
based  upon  official  United  States  Gov¬ 
ernment  estimates. 

3.  That  advertisements  utilized  to  so¬ 
licit  business  or  inquiries  are  an  official 
announcement  of,  are  sponsored  by,  or 
'  are  inserted  by  the  Federal  Government. 

4.  That  respondents  have  an  official 
relationship  with,  or  are  connected  with, 
or  are  endorsed  by  the  United  States 
Civil  Service  Commission. 

.  5.  That  persons  purchasing  courses  of 
instruction  will  receive  a  position  in  the 
Federal  Civil  Service. 

6.  That  persons  purchasing  courses  of 
instruction  may  cancel  their  contracts  at 
any  time  or  that  said  purchasers  will  re¬ 
ceive  a  refund  of  the  money  they  have 
paid,  unless  such  is  the  fact. 

7.  That  purchasers  of  respondents’ 
courses  of  instruction  will  not  have  to 
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-  for  said  courses  unless  or  until  they 
obtain  positions  in  the  Federal  Civil 

^  That  the  persons  being  solicited  will 
have  no  other  opportunity  to  purchase 
^respondents’  courses  of  instruction. 

>9  That  persons  being  solicited  satisfy 
the  physical  requirements  of  the  Federal 
Civil  Service  position  they  are  seeking, 
unless  such  is  the  fact. 

10.  That  a  position  in  the  Federal 
Civil  Service  cannot  be  obtained  unless 
one  of  respondents’  courses  of  instruc¬ 
tion  is  purchased. 

11.  That  any  corporation,  firm,  or 
agency  owned  or  controlled  by  respond¬ 
ents  or  either  of  them,  and  used  by  them, 
or  either  of  them,  to  collect  past  due  ac¬ 
counts,  is  a  separate  or  independent  col¬ 
lection  agency  or  an  independent  organ¬ 
ization  engaged  in  the  business  of 
collecting  past  due  accounts. 

It  is  further  ordered.  That  the  afore¬ 
said  respondents,  in  connection  with  the 
offering  for  sale,  sale,  or  distribution  of 
courses  of  instruction  in  commerce,  as 
“commerce”  is  defined  in  the  Federal 
Trade  Commission  Act,  do  forthwith 
cease  and  desist  from  distributing,  mail¬ 
ing,  or  otherwise  disseminating  repro¬ 
ductions  of  official  forms,  notices,  or  any 
other  official  documents  of  the  United 
States  Civil  Service  Commission. 

It  is  further  ordered!,  That  the 
amended  complaint?,  in  so  far  as  it  relates 
to  respondents  Richard  M.  Keenan  and 
Thomas  A.  Keenan  be,  and  the  same 
hereby  is,  dismissed  without  prejudice 
and  that  the  allegations  set  out  in  sub- 
paragraphs  5,  8,  and  10  of  Paragraph 
Nine  of  the  amended  complaint  and  the 
allegations  concerning  the  use  of  the 
word  “age”  in  subparagraph  9  of  Para¬ 
graph  Nine  of  the  amended  complaint  be, 
and  the  same  hereby  are,  dismissed  with¬ 
out  prejudice. 

By  “Decision  of  the  Commission”,  etc., 
report  of  compliance  was  required  as 
follows: 

It  is  ordered,  That  respondents  Edward 
J.  Keenan  and  John  L.  Keenan,  Jr.,  for¬ 
merly  copartners  trading  as  Franklin 
Institute,  shall  within  sixty  (60)  days 
after  service  upon  them  of  this  order,  file 
With  the  Commission  a  report  in  writing 
setting  forth  in  detail  the  manner  and 
form  in  which  they  have  complied  with 
the  order  to  cease  and  desist. 

.  Issued:  July  3,  1958. 

By  the  Commission. 

[seal]  Robert  M.  Parrish, 

Secretary. 

(F.  R.  Doc.  58-6732;  Piled,  Aug.  20,  1958; 

8:51  a.  m.J 


[Docket  7021] 

Part  13 — Digest  of  Cease  and  Desist 
Orders 

WARD’S  COVE  PACKING  CO.,  ET  AL. 

•  J 

Subpart — Discriminating  in  price  un¬ 
der  section  2,  Clayton  Act,  as  amended — 
Payment  or  acceptance  of  commission, 
brokerage,  or  other  compensation  under 
2  (c) :  §  13.820  Direct  buyers;  §  13.822 
Lowered  price  to  buyers. 


FEDERAL  REGISTER 

(Sec.  6,  38  Stat.  721;  15  U.  S.  C.  46.  Interpret 
or  apply  sec.  2,  38  Stat.  730,  as  amended; 
15  U.  S.  C.  13)  [Cease  and  desist  order,  Ward’s 
Cove  Packing  Company  et  al.,  Seattle,  Wash, 
Docket  7021,  July  3,  1958] 

In  the  Matter  of  Ward’s  Cove  Packing 
Company,  a  Corporation,  Frank  B. 
Peterson  Company,  a  Partnership,  and 
A.  Winn  Brindle  and  Harold  A. 
Brindle,  Individually  and  as  Officers 
of  Said  Corporation,  and  as  Copart¬ 
ners  in  the  Frank  B.  Peterson  Com¬ 
pany 

This  proceeding  was  heard  by  a  hear-, 
ing  examiner  on  the  complaint  of  the 
Commission  charging  a  sea  food  packer 
and  its  affiliated  selling  agent  at  the  same 
address  in  Seattle,  Wash,  with  violating 
section  2  (c)  of  the  Clayton  Act  by  such 
practices  as  reducing  the  prices  on  direct 
sales  to  favored  customers  by  the  2% 
percent  which  would  ordinarily  be  paid 
as  brokerage  fees,  and  on  transactions 
handled  through  field  brokers,  allowing 
favored  customers  discounts  under  the 
guise  of  advertising  allowances,  accom¬ 
plished  by  cutting  the  brokers’  normal 
commission. 

Following  acceptance  of  an  agreement 
containing  consent  order,  the  hearing 
examiner  made  his  initial  decision  and 
order  to  cease  and  desist  which  became 
on  July  3  the  decision  of  the  Commission. 

The  order  to  cease  and  desist  is  as 
follows: 

It  is  ordered,  That  Ward’s  Cove  Pack¬ 
ing  Company,  a  corporation,  and  its  offi¬ 
cers  and  directors,  and  A.  Winn  Brindle, 
and  Harold  A.  Brindle,  individually  and 
as  officers  of  said  corporation,  and  re¬ 
spondents’  agents,  representatives  or 
employees,  directly  or  through  any  cor¬ 
porate,  partnership,  or  other  device  in 
connection  with  the  sale  of  seafood 
products  in  commerce,  as  “commerce” 
is  defined  in  the  aforesaid  Clayton  Act, 
do  forthwith  cease  and  desist  from:  Pay¬ 
ing,  granting  or  allowing,  directly  or 
indirectly,  to  any  buyer,  or  to  anyone 
acting  for  or  in  behalf  of,  or  who  is  sub¬ 
ject  to  the  direct  or  indirect  control  of 
such  buyer,  anything  of  value  as  a  com¬ 
mission,  brokerage,  or  other  compensa¬ 
tion,  or  any  allowance  or  discount  in  lieu 
thereof,  upon  or  in  connection  with  any 
sale  of  their  seafood  products  to  such 
buyer  for  his  own  account. 

It  is  further  ordered.  That  Frank  B. 
Peterson  Company,  a  partnership,  and 
A.  Winn  Brindle  and  Harold  A.  Brindle, 
individually  and  as  copartners  in  the  sajd 
Frank  B.  Peterson  Company  and  their 
agents,  representatives,  or  employees, 
directly  or  through  any  corporate,  part¬ 
nership,  or  other  device  in  connection 
with  the  sale  of  seafood  products  in  com¬ 
merce,  as  “commerce”  is  defined  in  the 
aforesaid  Clayton  Act  do  forthwith  cease 
and  desist  from:  Paying,  granting  or 
passing  on,  either  directly  or  indirectly 
to  any  buyer,  or  to  anyone  actipg  for  or 
in  behalf  of  or  who  is  subject  to  the  direct 
or  indirect  control  of  such  buyer,  broker¬ 
age  earned  or  received-  by  respondents 
on  sales  made  for  their  packer-princi¬ 
pals,  by  allowing  to  buyers  lower  prices 
which  reflect  all  or  any  part  of  such 
brokerage,  or  by  granting  them  allow¬ 
ances  or  rebates  which  are  in  lieu  of 


brokerage,  or  by  any  other  method  or 
means. 

By  “Decision  of  the  Commission”,  etc., 
report  of  compliance  was  required  as 
follows: 

It  is  ordered,  That  the  respondents 
herein  shall  within  sixty  (60)  days  after 
service  upon  them  of  this  order,  file*  with 
the  Commission  a  report  in  writing  set¬ 
ting  forth  in  detail  the  manner  and  form 
in  which  they  have  complied  with  the 
order  to  cease  and  desist. 

Issued:  July  3,  1958. 

'  By  the  Commission. 

[  seal  ]  Robert  M.  Parrish, 

Secretary. 

[F.  R.  Doc.  58-6733;  Filed,  Aug.  20,  1958; 

8:51  a.  m.J 


[Docket  6945] 

Part  13 — Digest  of  Cease  and  Desist 
Orders 

world  wide  brokerage  corp.  et  al. 

Subpart — Advertising  falsely  or >  mis¬ 
leadingly:  §  13.15  Business  status,  advan¬ 
tages,  or  connections:  Service;  §  13.143 
Opportunities;  §  13.185  Refunds,  repairs, 
and  replacements;  §  13.205  Scientific  or 
other  relevant  facts;  §  13.225  Services. 
Subpart — Misrepresenting  oneself  and 
goods — Goods:  §  13.1697  Opportunities  in 
product  or  service;  §  13.1740  Scientific  or 
other  relevant  facts;  [ Misrepresenting 
oneself  and  goods] — Services:  §  13.1838 
Terms  and  conditions. 

(Sec.  6,  38  Stat.  721;  15  U.  S.  C.  46.  Interpret 
or  apply  sec.  5,  38  Stat.  719,  as  amended;  15 
U.  S.  C.  45)  [Cease  and  desist  order,  World 
Wide  Brokerage  Corporation  (Chicago,  Ill.)  et 
al..  Docket  6945,  July  7,  1958] 

In  the  Matter  of  World  Wide  Brokerage 
Corporation,  a  Corporation,  and 
Thomas  E.  Joyce,  Burton  Sherre,  Mrs. 
Thomas  E.  Joyce,  Also  Known  as 
Haney  Lee  Buell,  and  E.  J.  O’Malley, 
Individually  and  as  Officers  of  Said 
Corporation,  and  Frank  Don.  Living¬ 
ston,  Individually 

This  proceeding  was  heard  by  a  hear¬ 
ing  examiner  on  the  complaint  of  the 
Commission  charging  a  Chicago  real  es¬ 
tate  firm  with  representing  falsely 
through  post  cards,  circulars,  etc.,  and 
statements  made  by  its  salesmen  to  per¬ 
sons  who  had  property  for  sale,  that  they 
had  available  prospective  buyers  inter¬ 
ested  in  the  specific  properties  and  that 
the  property  would  be  sold  in  a  short  time 
as  a  result  of  their  efforts;  that  the  prop¬ 
erty  was  underpriced  and  the  asking 
price  should  be  raised;  that  their  sales 
representatives  were  bonded  or  insured; 
that  they  would  finance  the  purchase  of 
listed  properties  through  their  financial 
department;  that  the  listing  fee  was  an 
advance  on  the  selling  commission  and 
would  be  refunded  if  the  property  was 
not  sold  in  a  short  time;  thrft  the  listed 
property  would  be  nationally  advertised 
through  newspapers  and  associated  real 
estate  brokers;  and  that  they  would 
furnish  experienced  appraisers  to  eval¬ 
uate  it. 


! 
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RULES  AND  REGULATIONS 


Following  acceptance  of  an  agreement 
for  a  consent  order,  the  hearing  examiner 
made  his  initial  decision  and  order  to 
eease  and  desist  which  became  on  July 
7  the  decision  of  the  Commission. 

The  order  to  cease  and  desist  is  as 
follows: 

It  is  ordered.  That  respondents,  World 
Wide  .Brokerage  Corporation,  and  its 
officers,  and  Thomas  E.  Joyce,  Burton 
Share,  Mrs.  Thomas  E.  Joyce,  also 
known  as  Nancy  Lee  Buell,  and  E.  J. 
O’Malley,  individually  and  as  officers  of 
said  corporation,  and  Frank  Don.  Liv¬ 
ingston,  individually,  and  each  of  re¬ 
spondents’  agents,  representatives  and 
employees,  directly  or  through  any  cor¬ 
porate  or  other  device,  in  connection 
with  the  offering  for  sale,  or  sale,  of 
advertising  in  newspapers  or  in  other 
advertising  media,  or  of  other  services 
or  facilities  in  connection  with  the  offer¬ 
ing  or  listing  for  sale,  selling,  buying 
or  exchanging,  of  business  or  any  other 
kind  of  property,  in  commerce,  as 
“commerce”  is  defined  in  the  Federal 
Trade  Commission  Act,  do  forthwith 
cease  and  desist  from:  * 

1.  Representing,  directly  or  by  impli¬ 
cation  : 

(a)  That  respondents  have  available 
prospective  buyers  who  are  interested  in 
the  purchase  of  specific  property; 

(b)  That  property  will  be  sold  through 
the  efforts  of  respondents; 

(c)  That  property  sought  to  be  listed 
is  under  priced  or  that  the  asking  price 
should  be  increased,  or  that  respondents 
can  or  will  sell  the  property  at  the  in¬ 
creased  price; 

(d)  That  respondents’  sales  repre¬ 
sentatives  are  bonded  or  insured; 

(e)  That  respondents  maintain  a 
financial  department,  or  that  they  pos¬ 
sess  the  finances  and  ability  to  finance 
the  purchase  of  listed  property; 

(f)  That  the  listing  fee  is  an  advance 
on  the  selling  commission  or  will  be 
refunded  to  the  property  owner; 

(g)  That  respondents  will  advertise 
the  property  of  a  prospective  seller  by 
any  means  that  is  not  in  accordance  with 
the  facts; 

(h)  That  respondents  furnish  quali¬ 

fied,  experienced  or  expert  appraisers  to 
evaluate  property  sought  to  be  listed 
with  them.  ^  * 

2.  Using  the  corporate  name  World 
Wide  Brokerage  Corporation,  or  such 
statements  as  “a  world  wide  organiza¬ 
tion”,  or  representing  in  any  manner  or 
by  any  means  that  respondents  operate 
on  an  international  basis. 

By  “Decision  of  the  Commission”,  etc., 
report  of  compliance  was  required  as 
follows: 

It  is  further  ordered.  That  the  re¬ 
spondent  World  Wide  Brokerage  Cor¬ 
poration,  a  corporation,  and  respondents 
Thomas  E.  Joyce,  Burton  Sfaerre,  Mrs. 
Thomas  E.  Joyce,  also  known  as  Nancy 
Lee  Buell,  E.  J.  O’Malley,  and  Frank 
Don.  Livingston  shall,  within  sixty  (60) 
days  after  service  upon  them  of  this 
order,  file  with  the  Commission  a  report 
in  writing  setting  forth  in  detail  the 
manner  and  form  in  which  they,  have 


complied  with  the  order  to  cease  and 
desist  contained  in  said  initial  decision. 

Issued:  July  7,  1958. 

By  the  Commission. 


(c)  In  situations  npt  specifically  aa. 
ticipated  by  this  part  or  other  regula* 
tions,  basic  security  principles,  common 
sense,  and  a  logical  interpretation  of 
existing  regulations  should  be  applied. 


[seal]  Robert  M.  Parrish, 

Secretary. 

[F.  R.  Doc.  58-6734;  Filed,  Aug.  20,  1958; 
f  ^  •  8:51  a.  m.] 


TITLE  32 — NATIONAL  DEFENSE 


§  505.5.  Scope.  The  regulations  of  this 
part  prescribe  requirements  concerning- 

(a)  Rules  for  determining  the  proper 
classification  of  defense  information. 

(b)  Declassification  and  downgrading 

(c)  Dissemination  on  a  need-to-know 

basis.  ^  * 

(d)  Safekeeping  and  control. 


Chapter  V — Department  of  the  Army 

Subchapter  A— Aid  of  Civil  Authorities  and 
Public  Relations 

Part  505 — Safeguarding  Defense 
Information 

MISCELLANEOUS  AMENDMENTS 

Sections  505.1  to  505.16  are  revised  to 
read  as  follows: 

§  505.1  Objective.  The  regulations 
of  this  part  prescribe  the  policy  and 
establish  standard  basic  procedures 
within  the  Department  of  the  Army  for 
safeguarding  of  defense  information  in 
the  interest  of  national  defense. 

§  505.2  Basis.  The  regulations  of 
this  part  implement,  within  the  Depart¬ 
ment  of  the  Army,  Executive  Order 
10501,  subject:  Saf eguarding  Official  In¬ 
formation  in  the  Interests  of  the  Defense 
of  the  United  States,  dated  November  5, 
1953  (18  F.  R.  7049),  and  incorporates 
changes  in  security  policy  and  emphasis 
prescribed  by  the  Department  of  Defense. 

§  505.3  Statutory  '  requirements. 
Nothing  in  the  regulations  of  this  part 
will  be  construed  to  authorize  the  dis¬ 
semination,  handling  or  transmission  of 
defense  information  contrary  to  the  pro¬ 
visions  of  any  statute. 

§  505.4  Application,  (a)  The  appli¬ 
cation  of  the  regulations  of  this  part 
shall  be  based  upon  the  following  funda¬ 
mental  principles : 

(1)  It  is  essential  that  certain  official 
information  receive  a  high  degree  of 
protection  in  order  that  the  ability  of 
the  United  States  to  protect  itself  against 
all  hostile  or  destructive  action  be  pre¬ 
served. 

(2)  It  is  also  essential  that  the  citi¬ 
zens  of  the  United  States  be  informed  to 
the  greatest  extent  consistent  with  sub- 
paragraph  (1)  of  this  paragraph  con¬ 
cerning  the  activities  of  their  Govern¬ 
ment. 

(3)  Nothing  in  the  regulations  of  this 
part  shall  be  deemed  to  authorize  the 
withholding  of  information,  otherwise 
releasable,  because  its  release  might  tend 
to  reveal  administrative  error  or  in¬ 
efficiency,  or  might  be  embarrassing. 

(b)  All  personnel  must  be  made  aware 
of  the  foregoing  principles  as  the  basic 
factors  governing  military  security  and 
be  so  thoroughly  indoctrinated  that  this 
awareness  is  inherent  in  the  routine,  dis¬ 
charge  of  their  duties.  The  attainment 
of  the  desired  objective  requires  sound 
direction  by  those  in  responsible  posi¬ 
tions  and  alert  performance  of  duty  by 
all  personnel. 


§  505.6  Classification  categories.  Of. 
ficial  Information  which  requires  protec¬ 
tion  in  the  interests  of  national  defense 
shall  be  limited  to  three  categories  of 
classification,  which  in  descending  order 
of  importance,  shall  carry  one  of  the 
following  designations:  Top  Secret, 
Secret  or  Confidential  (including  Con- 
fidential — Modified  Handling  Author¬ 
ized).  No  other  designation  shall  be 
used  to  classify  defense  information. 

§  505.7  Definitions.  Certain  signifi¬ 
cant  terms  in  the  regulations  of  this  part 
are  defined  as  follows: 

(a)  Defense  information.  Defense  in¬ 
formation  is  that  official  information 
which  requires  protection  in  the  interests 
of  national  defense  which  is  not  commoi 

/knowledge,  and  which  would  be  of  in¬ 
telligence  value  to  an  enemy  or  potential 
enemy  in  planning  or  Vaging  war  against 
the  United  States  or  its  Allies. 

(b)  Classified  material.  Official  in¬ 
formation  which  has  been  classified  and 
marked  with  one  of  the  categories  in¬ 
dicated  in  §  505.6. 

(c)  Combat  or  combat-related  opera¬ 
tions.  Activities,  actual  or  simulated, 
which  relate  to  military  planning,  opera¬ 
tions,  training,  communications,  intelli¬ 
gence,  and  logistics. 

(d)  Compartmentalizatioii.  Granting 
access  to  defense  information  only  to 
properly  cleared  persons  who  require 
such  information  in  the  performance  of 
their  official  duties  and  restricting  de¬ 
fense  information  to  specific  physical 
confines  when  feasible. 

(e)  Custodian.  An  individual  who  has 
possession  or  is  otherwise  charged  with 
the  responsibility  for  safeguarding* and 
accounting  for  classified  material. 

(f)  Inventory.  Procedure  employed  to 
verify  accountability  of  Classified  mate¬ 
rial  by  comparing  entries  on  the  register 
against  the  document  or  entry  on  the 
record  of  destruction  or  a  signed  receipt. 

(g)  Document.  As  used  herein  means 
any  recorded  information  regardless  of 
its  physical  form  or  characteristics,  and 
includes  but  is  not  limited  to  the  fol¬ 
lowing  : 

(1)  Written  material  whether  hand¬ 
written,  printed,  or  typed; 

(2)  All  painted,  drawn  or  engraved 
material; 

(3)  All  sound  or  voice  recordings; 

(4)  All  printed  photographs  and  ex¬ 
posed  or  printed  film,  still  or  moving; 
and 

(6)  All  reproductions  of  the  foregoing 
by  whatever  process. 

(h)  Derivative  classification  authority. 
For  the  purpose  of  this  part,  derivative 
classification  authority  is  that  authority 
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to  classify  material  as  result  of,  in  con¬ 
nection  with,  or  in  response  to  other 
material  dealing  with  the  same  subject 
which  already  bears  a  classification. 

(i)  Restricted  Data.  All  data  con¬ 
cerning  : 

(1)  Design,  manufacture,  or  utiliza¬ 
tion  of  atomic  weapons; 

(2)  -The  production  of  special  nuclear 
material;  or 

(3)  The  use  of  special  nuclear  mate¬ 
rial  in  production  of  energy,  but  not  to 
include  data  declassified  or  removed  from 
the  Restricted  Data  category  which  the 
Atomic  Energy  Commission  determines 
from  time  to  time,  may  be  published 
without  undue  risk  to  the  common  de¬ 
fense. 

(j)  Formerly  Restricted  Data.  Atomic 
Energy  information  that  has  been  re¬ 
moved  from  the  Restricted  Data  cate¬ 
gory  for  military  use  but  which  cannot 
be  released  to  any  nation  or  regional  de¬ 
fense  organizations  except  as  provided 
under  section  142d,  Atomic  Energy  Act 
of  1954  (68  Stat.  941)  as  amended  (42 
U.  i.  C.  2162(d) )  as  amended. 

(k)  Material.  As  used  herein  means 
any  document,  product,  or  substance  on 
or  in  which  information  may  be  recorded 
or  embodied. 

(l)  Original  classification  authority. 
That  authority  required  to  classify  inde¬ 
pendently  any  type  of  material. 

(m)  Properly  cleared  person.  A  per¬ 
son  who  has  been  granted  a  security 
clearance  under  pertinent  Army  regula¬ 
tions.  , 

§  505.8  Top  Secret  Information — (a) 
Definition.  The  use  of  the  classification 
Top  Secret  will  be  limited  to  defense  in¬ 
formation  or  material  which  requires  ' 
the  highest  degree  of  protection.  The 
Top  Secret  classification  will  be  applied 
ogly  to  that  information  or  material  the 
defense  aspect  of  which  is  paramount, 
and  the  unauthorized  disclosure  of 
which  could  result  in  exceptionally  grave 
danger  to  the  nation,  such  as: 

(1)  Leading  to  a  definite  break  in 
diplomatic  relations  affecting  the  de¬ 
fense  of  the  United  States,  an  armed 
attack  against  the  United  States  or  its 
allies,  a  war,  or 

(2)  The  compromise  of  military  or 
defense  plans  or  intelligence  operations^ 
or  scientific  or  technological  develop¬ 
ments  vital  to  the  national  defense. 

(b)  Reproduction.  Top  Secret  ma¬ 
terial  may  be  copied,  extracted  from,  or 
reproduced  only  when  the  classifying  au¬ 
thority  has  authorized  such  actions.  At 
the  time  of  issuance  of  any  document 
which  qualifies  for  assignment  to  the  Top 
Secret  category,  the  classifying  authority 
will  insure  that  each  copy  of  the  docu¬ 
ment  contains  a  notation  substantially 
in  one  of  the  following  forms : 

(1)  Reproduction  of  this  document  in 
whole  or  in  part  is  prohibited  except  with 
permission  of  the  issuing  office  or  higher 
authority. 

(2)  Reproduction  of  paragraph  (s) _ _ 

of  this  document  is  prohibited  except  with 
the  permission  of  the  issuing  office,  or  higher 
authority;  other  paragraphs  may  be  repro¬ 
duced. 

§  505.9  Definition  of  Secret  Informa - 
tion.  The  use  of  the  classification  Secret 
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will  be  limited  to  defense  Information  or 
material  the  unauthorized  disclosure  of 
which  Could  Result  in  Serious  Damage 
to  the  Nation,  such  as: 

(a)  Jeopardizing  the  international  re¬ 
lations  of  the  United  States. 

(b)  Endangering  the  effectiveness  of  a 
program  or  a  policy  of  vital  importance 
to  the  National  Defense. 

(c)  Compromising  important  military 
or  defense  plans,  or  scientific  or  techno¬ 
logical  developments  important  to  Na¬ 
tional  Defense. 

(d)  Revealing  important  intelligence 
operations. 

§  505.10  Confidential  Information  In¬ 
cluding  Confidential-Modified  Handling 
Authorized — (a)  Definition  of  Confiden¬ 
tial.  The  use  of  the  classification 
Confidential  will  be  limited  to  defense  in¬ 
formation  and  material  the  unauthorized 
disclosure  of  which  could  be  prejudicial 
to  the  defense  interests  of  the  Nation. 

(b)  Definition  of  Confidential-Modi¬ 
fied  Handling  Authorized.  Confiden¬ 
tial-Modified  Handling  Authorized  is 
Confidential  information  pertaining  to 
combat  or  combat  related  operations, 
actual  or  simulated,  wherein  the  origina¬ 
tor  considers  that,  for  effective  mission 
accomplishment,  lesser  security  safe¬ 
guards  for  storage  and  transmission  are 
acceptable  and  afford  adequate  protec¬ 
tion  to  such  information.  Examples  are: 

(1)  Training,  field,  and  technical 
manuals  and  related  material. 

(2)  Photographs,  negatives,  photo¬ 
stats,  diagrams,  or  models  of  material. 

C3)  Defense  procurement  plans,  in¬ 
cluding  procurement  contracts  and  re¬ 
lated  matters. 

(4)  Communications  material  and 
messages. 

(5)  Certain  documents  regarding  en¬ 
gineering  plans  and  design  details,  com¬ 
putation,  method  of  processing  or  as¬ 
sembling  which  are  essential  to  the 
functioning  or  use  of  an  article  of  ma¬ 
terial. 

(6)  Military  maps  and  aerial  photo¬ 
graphs  and  related  material  which  re¬ 
quire  wide  dissemination  for  military 
purposes. 

(7)  Information  received  from  inter¬ 
national  organizations,  such  as  NATO, 
SEATO,  and  the  Baghdad  Pact,  or  from 
foreign  nations  under  existing  interna¬ 
tional  exchange  of  information  agree¬ 
ments  and  policies,  and  classified  “Re¬ 
stricted”  by  them. 

§  505.11  Responsibility,  (a)  Com¬ 
manders  and  supervisory  officials  are 
responsible,  within  their  areas  of  juris¬ 
diction,  for  insuring  that  the  effective 
control  Of  defense  information  is,  main¬ 
tained  at  all  times.  This  control  in¬ 
cludes  the  initiation  of  classified  ma¬ 
terial,  its  dissemination  and  its  safe¬ 
keeping.  Responsibility  for  safeguarding 
information  classified  in  the  interests  of 
national  defense  rests  both  upon  the 
commander  and  upon  the  individual 
who  is  in  a  physical  position  to  exercise 
direct  security  control. 

(b)  Private  records,  diaries,  or  papers 
containing  statements  of  fact  or  opin¬ 
ion,  either  official  or  personal,  concerning 
matters  which  relate  to  or  affect  the 
national  security,  represent  a  constant 


threat  to  the  security  of  defense  infor¬ 
mation.  Military  personnel  and  civilian 
employees  of  the  Army  are  prohibited 
from  keeping  private  records,  diaries,  or 
papers  which  contain  such  statements. 
Also  prohibited  are  the  collecting  of  sou¬ 
venirs,  or  the  obtaining  for  any  personal 
use  whatsoever  of  any  matter  classified 
in  the  interest  of  national  defense. 

§  505.12  Dissemination — (a)  The  dis¬ 
semination  of  defense  information  will 
be  limited  strictly  to  those  properly 
cleared  persons  whose  official  duties  re¬ 
quire  knowledge  or  possession  thereof. 
No  person  is  entitled  to  knowledge  or 
possession  of  defense  information  solely 
by  virtue  of  his  grade,  office,  or  security 
clearance.  Responsibility  for  the  deter¬ 
mination  of  “need-to-know”  rests  upon 
each  individual  who  has  possession, 
knowledge,  or  command  control  of  the 
information  involved  and  not  upon  the 
prospective  recipient,  However,  this 
responsibility  does  not  relieve  a  requester 
or  recipient  from  the  obligation  to  make 
an  individual  determination  that  he  has 
a  “need-to-know”  before  requesting  or 
receiving  classified  information.  These 
principles  are  equally  applicable  if  the 
prospective  recipient  is  an  individual  or 
an  organizational  entity,  including  com¬ 
mands,  other  federal  agencies,  or  a  for¬ 
eign  government. 

(b)  The  application  of  “need-to- 
know”  in  disseminating  defense  infor¬ 
mation  must  be  positive  and  realistic  in 
order  to  further  military  operations 
rather  than  hamper  them.  In  view  of 
the  increased  probability  of  compromise, 
“need-to-know”  must  receive  considera¬ 
tion  prior  to  the  transmission  of  sensi¬ 
tive  information  to  addresses  located  in 
hazardous  or  unfriendly  areas.  How¬ 
ever,  every  effort  will  be  made  to  keep 
responsible  officials  informed.  Security 
carried  to  such  an  extreme  that  vital  in¬ 
formation  is  withheld  unnecessarily  de¬ 
feats  the  .purpose  for  which  the  classi¬ 
fied  matter  was  originated. 

§  505.13  Discussion  involving  defense 
information.  Discussions  of  defense  in¬ 
formation  or  any  defense  information 
which  is  generated  during  a  classified 
operation  are  prohibited  withinfhe  hear¬ 
ing  of  unauthorized  persons.  In  impart¬ 
ing  defense  information  orally,  the 
recipient  will  be  told  the  classification  of 
the  defense  information.  When  a  lec¬ 
ture,  address,  or  informal  talk  to  a  group 
includes  defense  information,  the  speak¬ 
er  will  announce  the  classification  at  the 
beginning  and  at  the  end  of  the  period. 
Defense  information  will  not  be  discussed 
in  telephone  conversations  except  as  may 
be  authorized  over  approved  circuits. 

§  505.14  Debriefing  of  personnel  to  be 
retired  or  separated  from  service,  (a) 
The  debriefing  of  military  personnel  re¬ 
tiring  and  separating  from  the  service, 
and  of  civilians  leaving  Department  of 
the  Army  employment  or  leaving  the  em¬ 
ployment  of  Department  of  Defense  con* 
tractors  having  classified  contracts,  will 
incorporate  positive  instructions  that  no 
defense  information  will  be  released  or 
made  available  fbr  release  to  the  public 
or  any  persons  not  properly  entitled  to 
receive  such  information. 


RULES  AND  REGULATIONS 


Transition 


Minimum 

altitude 

(feet) 


Course  and 
distance 


From- 


DLN-LFR 


Dillon  VOR 


Direct. 


Procedure  turn  W  side  NE  ers,  006  Outbnd,  186  Inbnd,  9700'  within  10  mi. 

Minimum  altitude  over  facility  on  final  approach  ers,  7200'.  •  -  -  ’ 

Crs  and  distance,  facility  to  airport,  175°— 1.6  mi. 

If  visual  contact  not  established  upon  descent  to  authorized  landing  minimums  or  if  landing  not  accomplished  within  1.6  miles,  turn  right,  climb  to  10, 500'  in  a  standard 
pattern  on  the  NE  crs  of  the  Dillon  LFR  before  proceeding  on  course. 

Note:  ADF  approach  not  authorized. 

City,  Dillon; State,  Mont.;  Airport  Name,  Dillon;  Elev.,  5238';  Fac.  Class,  BMRI.Z;  Ident.,  DLN;  Procedure  No.  1,  Amdt.  4;  Eff.  Date,  13  Sept.  58;  Sup.  Amdt.  No.  3; Dated 

^42  Mar.  55 


North  Platte  VOR. 


'200-H 
500-1 M 
500-1H 
800-2 


Direct. 


T-dn... 

C-dn.-. 

S-dn-35. 

A-dn.... 


Are  Cabrier  Note:  *On  runways  26  and  30,  500-1  required.  V 

Procedure  turn  E  side  S  crs,  167  Outbnd,  347  Inbnd,  4200'  within  10  miles. 

Minimum  altitude  over  facility  on  final  approach  ere,  3700'. 

Grs  and  distance,  facility  to  airport,  352—1.9. 

If  visual  contact  not  established  upon  descent  to  authorized  landing  minimums  or  if  landing  not  accomplished  wllhin  1.9  miles,  climb  to  4600'  on  N  crs  within  20  miles. 
Caution:  2983'  MSL  tower  1.7  miles  NW  of  aitport;  3270'  MSL  tower  3.9  miles  NW  cf  airport;  3630'  MSL  tower  4.5  miles  NW  of  airpoit. 

City,  North  Platte;  State,  Neb.;  Airport  Name,  Lee  Bird  Field;  Elev.,  2779';  Fac.  Class,  8BIJAZ;  Ident.,  LBF;  Procedure  No.  1,  Amdt.  8;  Eff.  Date,  13  Sept.  58;  Sup.  Amdt. 

No.  7;  Dated,  9  Nov.  57 


Procedure  turn  W  side  of  N  crs,  343  Outbnd,  163  Inbnd,  1500'  within  10  mi. 

Minimum  altitude  over  facility  on  final  approach  crs,  1000'.  - 

Crs  and  distance,  facility  to  airport,  115—1.8.  —  “  -  . 

If  visual  contact  not  established  upon  descent  to  authorized  landing  minimums  or  if  landing  not  accomplished  within  ),8  mi,  climb  to  1700'  on  S  ere  within  20  ml. 

Note:  Radio  tower  565'  MSL  2  mi  NE  of  airport. 

City,  Texarkana;  State,  Ark.;  Airport  Name,  Municipal;  Elev.,  389';  Fac  Class,  SBRAZ;  Ident.,  TXK;  Procedure  No.  1,  Amdt.  8;  Eff.  Date,  13  Sept.  58;  Sup.  Amdt.  No.  75 

Dated,  1  Jan.  55 


*300-1 

*300-1 

400-1 

500-1 

400-1 

500-1 

^800-2 

800-2 

Celling  and  visibility  minimums 

Condition 

2-engine  or  less 

65  knots  More  than 
or  less  65  knots 

More  than 
2-engine,.  ; 
more  that 

65  knots 

T-d . 

1000-1 

/  ,  "  |>- 

T-n . 

2000-3 

C-dn . 

2000-3 

A-dn . 

2000-3 

Texarkana  VOR _ 

TXK-LFR . 

- 1 - 

Direct . . .... 

1700 

T-dn . 

300-1 

300-1 

200-H 

C-dn . 

400-1 

500-1 

500-1H 

• 

S-dn-13 _ i _ 

400-1 

400-1 

400-1 

'  i 

A-dn . 

800-2 

800-2 

800-1 
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2.  The  automatic  direction  finding  procedures  prescribed  in  §  609.100  (b)  are  amended  to  read  in  part: 

ADF  Standard  Instrument  Approach  Frockdubh 

RAM-lnes  headings,  courses  and  radials  are  magnetic.  Elevations  and  altitudes  are  in  feet  MSL.  Ceilings  are  in  feet  above  airport  elevation.  Distances  are  in  nautical 
iiMneless otherwise  indicated  except  visibilities  which  are  in  statute  miles. 

m  Tf  an  instrument  approach  procedure  oi  the  above  type  is  conducted  at  the  below  named  airport,  it  shall  be  in  accordance  with  the  following  instrument  approach  procedure, 
Ji  an  anproach  is  conducted  in  accordance  with  a  different  procedure  for  such  airport  authorized  by  the  Administrator  of  Civil  Aeronautics.  Initial  approaches  shall  be 
^ade  over  specified  routes.  Minimum  altitudes  shall  correspond  with  those  established  for  en  route  operation  In  the  particular  area  or  as  set  forth  below. 


Transition 


Ceiling  and  visibility  minim ums 


More  than 
2-engine, 
more  than 
65  knots 


Mt.  Pleasant  LF  Int - - 

Soottdale  Int - - - 

Butler  RBn . — - . . 

River  H B ii_ 

Radar  transition  altitudes  (using  Qtr.  Pitts¬ 
burgh  fadar).  ' 


200-4 

500-14 

500-1 

800-2 


Procedure  turn*  S  side  of  ers,  095°  Outbnd,  275°  Inbnd,  3000'  within  10  miles.  v  \ 

•Nonstandard  due  to  traffic.  "  , 

Minimum  altitude  over  facility  on  final  approach  ers,  2600'. 

Crs  and  distance,  facility  to  airport,  275°— 6.5  mi. 

If  visual  contact  not  established  upon  descent  to  authorized  landing  minimums  or  if  landing  not  accomplished  within  5.5  miles  after  passing  McKeesport  RBn,  climb  to 
2500'  proceeding  to  Cecil  RBn.  j 

ritv  Pittsburgh:  State,  Pa.;  Airport  Name,  Allegheny  County;  Elev.,  1252';  Fac.  Class,  RBn;  Went..  MKP;  Procedure  No.  1,  Arndt.  8;  Eff.  Date,  13  Sept.  58;  Sup.  Arndt. 
Uly’  No.  7,  Comb.  ILS-ADF;  Dated,  4  Feb.  56 

3.  The  very  high  frequency  omnirange  CtOR)  procedures  prescribed  in  §  609.100  (c)  are  amended  to  read  in  part: 

VOR  Standard  Instrument  Approach  Procedure 

Bearings,  headings,  courses  and  radials  are  magnetic.  Elevations  and  altitudes  are  in  feet  MSL.  Ceilings  are  in  feet  above  airport  elevation.  Distances  are  In  nautical 
miles  unless  otherwise  indicated,  except  visibilities  w  hich  arc  in  statute  miles.  A 

If  an  instrument  approach  procedure  of  the  above  type  is  conducted  at  the  below  named  airport,  it  shall  be  In  accordance  with  the  following  instrument  approach  procedure, 
unless  an  approach  is  conducted  in  accordance  with  a  different  procedure  for  such  airport  authorized  by  the  Administrator  of  Civil  Aeronautics.  Initial  approaches  shall  be 
made  over  specified  routes.  Minimum  altitudes  shall  correspond  with  those  established  for  en  route  operation  in  the  particular  area  or  as  set  forth  below. 


Ceiling  and  visibility  minimums 


Transition 


More  than 
2-engine, 
more  than 
65  knots' 


Minimum 

altitude 

(feet) 


Course  and 
distance 


Condition 


200-4 

500-14 

400-1 

800-2 


T-dn 


C-dn 


S-dn-10. 

A-dn.— 


Procedure  turn  S  side  of  crs,  278  Outbnd,  098  Inbnd,  1500'  within  10  mi. 

Minimum  altitude  over  facility  on  final  approach  crs,  900'. 

Crs  and  distance,  facility  to  airport,  098—2.5. 

If  visual  contact  not  established  upon  descent  to  authorized  landing  minimums  or  if  landing  not  accomplished  within  2.5  mi,  climb  to  1500'  on  R-115  within  20  mi  of  VOR. 

City,  College  Station;  State,  Tex.;  Airport  Name,  Easter  wood;  Elev.,  319';  Fac.  Class  BVOR;  Ident.,  CLL;  Procedure  No.  1,  Amdt.  2;  Eff.  Date,  13  Sept.  58;  Sup.  Arndt.  Nol 

.  »  1;  Dated,  25  May  57 


PROCEDURE  CANCELLED,  EFFECTIVE  2  JULY  1958. 

City,  Daggett;  State,  Calif.;  Airport  Name,  Daggett;  Elev.,  1927';  Fac.  Class,  BVOR;  Ident.,  DAQ;  Procedure  No.  1,  Amdt.  5;  Eff.  Date,  17  Nov.  56;  Sup.  Amdt.  No.  4;  Dated 

12  Feb  55  \ 


600-2 

1200-2 

1200-2 


Procedure  turn  S  side  crs,  090  Outbnd,  270  Inbnd,  7500'  within  10  mi.  ,  > 

Minimum  altitude  over  facility  on  final  approach  crs,  5700'.  *  >  '  , 

Facility  on  airport. 

If  visual  contact  not  established  upon  descent  to  authorized  landing  minimums  or  if  landing  not  accomplished  within  0.0  miles,  make  left  climbing  turn,  climb  to,10,000'  on 
R-050  within  20  mi. 

Note:  All  turns  to  be  made  on  South  side  of  course,  high  terrain  to  North. 

City,  Hanksville;  State,  Utah;  Airport  Name,  CAA  Site  54;  Elev.,  4480';  Fac.  Class,  BVOR;  Ident.,  HVE;  Procedure  No.  1.  Amdt.,  3;  Eff.  Date,  13  Sept.  58;  Sup.  Amdt.  No.  2; 

Dated,  5  Jan.  57 


Air  Carrier  Note:  *On  runways  26  and  30,  300-1  required. 

Procedure  turn  E  side  crs,  196  Outbnd,  016  Inbnd,  4300' within  10  miles.  ' 

Minimiilm  altitude  over  facility  on  final  approach  crs,  3800'. 

Crs  and  distance,  facility  to  airport,  016 — 4.9.  „  „ _ , 

^  M  visual  contact  not  established  upon  descent  to  authorized  landing  minimums  or  if  landing  not  accomplished  within  4.9  miles,  climb  to  4600  on  R-016  within  20  miles  of 

Caution:  2983'  tower  (MSL)  2  ml  N  W  of  airport;  3270'  MSL  tower  3.9  mi  NW  of  airport?  3630'  MSL  tower  4.5  mi  NW  of  airport. 

City,  North  Platte;  State,  Neb.;  Airport  Name,  Lee  Bird  Field;  Elev.,  2779';  Fac.  Class,  BVOR;  Ident.,  LBF;  Procedure  No.  1,  Amdt.  7;  Eff.  Date,  13  Sept.  58;  Sup.  Amdt. 

No  6;  Dated,  9  Nov.  57  ' 


2-engine  or  less 

65  knots 

More  than 

or  less 

65  knots 

300-1 

300-1 

500-1 

500-1 

400-1 

400-1 

800-2 

800-2 

LBF-VOR . 

Direct _ _ _ 

4200 

T-dn . 

•300-1 

•300-1  *200-4 

C-dn . 

000-1 

.  600-1  600-14 

A-dn . 

800-2 

800-2  800-2 

/ 

,  T-dn . 

600-2 

600-2 

'  C-dn . 

1200-2 

1200-2 

A-dn . 

1200-2 

1200-2 

'  N  *  ' 

Minimum 

2-engine  or  less 

To- 

distance 

altitude 

(feet) 

/ 

Condition 

V 

65  knots 
or  less 

More  than 
65  knots 

McKeesport  RBn _ _ _ 

Direct . . . 

3000 

T-dn 

300-1 

300-1 

McKeesport  RBn  —L _ 

Direet 

3000 

C-dn 

500-1 

600-1 

McKeesport  RBn...... _ 

Direct _  _ 

3000 

S-dn-27 . 

400-1 

500-1 

McKeesport  RRn 

3000 

800-2 

/800-2 

Radar  Site..— . 

Within  35  mi.  of 
Otr.  Pittsburgh 
Airport. 

3000 

» 
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TOR  Standard  Instrument  Approach  Procedure — Continued 


Transition 


Ceiling  and  visibility  minimum^ 


More  than 
Engine, 
more  than 
66  knot* 


Course  and 
distance 


Minimum 

altitude 

(feet) 


Condition 


TXK-VOR. 


Direct. 


Texarkana  LFR. 


T-dn..., 

C-dn _ 

S-dn-13. 

A-dn..., 


Procedure  turn  W  side  of  crs,  301  Outbnd,  121  Inbnd,  1500'  within  10  miles. 

Minimum  altitude  over  facility  on  final  approach  crs,  1000'.  ’  • 

Crs  and  distance,  facility  to  airport,  121—5,1.  - 

If  visual  contact  not  established  upon  descent  to  authorized  landing  mlnimums  or  if  landing  not  accomplished  within  5.1  miles,  climb  to  1600'  on  R-121  within  20  mile*. 
Note:  Radio  Tower  665'  MSL  mi  NE  of  airport. 

City,  Texarkana;  State,  Ark.;  Airport  Name,  Municipal;  Elev.,  389';  Fac.  Class,  BVOR;  Ident.,  TXK;  Frocodure  No.  1,  Arndt.  4;  Eff.  Date,  13  Sept.  58;  Sup.  Arndt.  No  r 

Dated,  19  Jan.  57  •  * 

4.  The  terminal  very  high  frequency  omnirange  (TerVOR)  procedures  prescribed  in  §  609.200  are  amended  to  read  in  part: 

Terminal  VOR  Standard  Instrument  Approach  Procedure 

Bearings,  headings,  courses  and  radials  are  magnetic.  Elevations  and  altitudes  are  in  feet  MSL.  Ceilings  are  in  feet  above  airport  elevation.  Distances  are  in  normal 
>  miles  unless  otherwise  indicated,  except  visibilities  which  are  in  statute  miles. 

If  an  instrument  approach  procedure  of  the  above  type  is  conducted  at  the  below  named  airport,  it  shall  be  in  accordance  with  the  following  instrument  approach  procedure 
unless  an  approach  is  conducted  in  accordance  with  a  different  procedure  for  such  airport  authorized  by  the  Administrator  of  Civil  Aeronautics.  Initial  approadies  shall  be 
made  over  specified  routes.  Minimum  altitudes  shall  correspond  with  those  established  for  en  route  operation  in  the  particular  area  or  as  set  forth  below. 


Ceiling  and  visibility  minimums 


Transition 


2-engine  or  less 


More  than 
2-engine 
more  than 
65  knot* 


Minimum 

altitude 

(feet) 


Course  and 
distance 


65  knots 
or  less 


More  than 
65  knots 


Dillon  LFR. 


T-d.. 

T-n.. 

C-dn. 

A-dn 


Dillon  VOR 


Direct 


1000-1 

2000-3 

2000-3 

2000-3 


Procedure  turn  W  side  crs,  007°  Outbnd,  187°  Inbnd,  9700'  within  10  mi.  , 

Minimum  altitude  over  facility  on  final  approach  crs,  7200'.  — 

Facility  on  airport. 

If  visual  contact  not  established  upon  descent  to  authorized  landing  minimums  or  if  landing  not  accomplished  within  0.0  miles,  turn  right,  climb  to  10,500'  in  a  standard 
pattern  007°  Outbnd,  187°  Inbnd  on  the  Dillon  VOR  before  proceeding  on  course. 

City,  Dillon;  State,  Montana;  Airport  Name,  Dillon;  Elev.,  5238';  Fac.  Class,  BVOR;  Ident.,  DLN;  Procedure  No.  TerVOR  (R-007),  Amdt.  Orig.;  Eff.  Date,  13  Sept.  56 

5.  The  instrument  landing  system  procedures  prescribed  in  §  609.400  are  amended  to  read  in  part: 

/  ILS  Standard  Instrument  Approach  Procedure 

Bearings,  headings,  courses  and  radials  are  magnetic.  Elevations  and  altitudes  are  in  feet  MSL.  Ceilings  are  In  feet  above  airport  elevation.  Distances  are  in  nautical 
miles  unless  otherwise  indicated,  except  visibilities  which  are  in  statute  miles.  s 

If  an  instrument  approach  procedure  of  the  above  type  is  conducted  at  the  below  named  airrort,  it  shall  be  in  accordance  with  the  following  instrument  approach  procedure, 
unless  an  approach  Is  conducted  in  accordance  with  a  different  procedure  for  such  airport  authorized  by  the  Administrator  of  Civil  Aeronautics.  Initial  approaches  shall  be 
made  over  specified  routes.  Minimum  altitudes  shall  correspond  with  those  established  for  cn  route  operation  in  the  particular  area  or  as  set  forth  below. 


Ceiling  and  visibility  minimums 


Transition 


More  than 
2 -engine, 
more  than 
65  knot* 


From- 


PROCEDURE  CANCELLED,  EFFECTIVE  20  MAY  1958. 

City,  Madison;  State,  Wis.;  Airport  Name,  Truax  Field;  Elev.,  859';  Fac.  Class,  ILS  MSN;  Ident.,  MTTW  TAX;  Procedure  No.  2,  Amdt.  1,  Back  crs  ILS  approach  utilizing 

ADF  fix;  Eff.  Date,  17  Aug.  57;  Sup.  Amdt.  No.  Orig.;  Dated,  29  Dec.  56 


200-J4 

500-1)4 

auO-H 

600-2 


•All  installed  components  of  the  ILS  must  be  operating,  otherwise  alternate  minimums  of  800-2  will  apply.  , 

Procedure  turn  #S  side  of  crs,  095°  Outbnd,  275°  Inbnd,  3000'  within  10  miles.  * 

fNonstandard  due  to  traffic.  '  ^  , 

Minimum  altitude  at  O.  8.  int.  inbnd,  •*2600'. 

••Intercept  glide  slope  at  3000'  over  MKP-RBn  or  2600'  between  MKP-RBn  and  the  ILS-OM. 

Altitude  of  G.  S.  apd  distance  to  appr  end  of  my  at  OM,  2510 — 4.2;  at  MM,  1460 — 0.6.  '  . 

If  visual  contact  not  established  upon  descent  to  authorized  landing  minimums  or  if  landing  not  accomplished  within  5.5  miles  after  passing  McKeesport  RBn,  cJiioo 
to  2500'  proceeding  to  Cecil  RBn. 

City,  Pittsburgh;  State,  Pa.;  Airport  Name,  Allegheny  County;  Elev.,  1252';  Fac.  Class,  ILS-AGC;  Tdont.,  MHW-MKP;  Procedure  No.  1,  Amdt.  8;  Eff.  Date,  13  Sept.  68; 

Sup.  Amdt.  No.  7,  Comb.  1LS-ADF;  Dated,  4  Feb.  56 


2-engine  or  less 

\ 

65  knots 

More  than 

or  less 

65  knots 

300-1 

300-1 

400-1 

600-1 

400-1 

400-1 

800-2 

800-2 

Course  and 

Minimum 

2-engine  or  less 

,  To- 

distance 

altitude 

(feet) 

Condition 

65  knots  More  than 
or  less  65  knots 

! 

McKeesport  RBn.............. _ 

Direct. . . . 

3000 

T-dn . 

300-1 

300-1 

McKeesport  RBn _ 

Direct . . 

3000 

C-dn . 

~~  600-1 

500-1 

McKeesport  RBn _ _ _ _ .... 

Direct..... . 

3000 

S-dn-27 . 

300-?4 

300-14 

Direct . . . 

3000 

•A-dn....... _ 

600-2 

600-2 

McKeesport  RBn.  . . . . . . 

ILS  OM'  (Final) . 

Direct _ _ _ 

2600 

Radar  Transition  Altitudes  (using  Greater 
Pittsburgh  radar). 

Radar  Site.... _ _ _ _ _ 

Within  35  mi  of  — 
Greater  Pitts¬ 
burgh  Airport. 

3000 

- _ _ 
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6  The  radar  procedures  prescribed  in  §  609.500  are  amended  to  read  in  part: 

) 

Radik  Standard  Instrument  Approach  Procedure 

headings,  courses  and  radlals  are  magnetic.  Elevations  and  altitudes  are  in  feet,  MSL.  Ceilings  are  in  feet  above  airport  elevation.  Distances  are  In  nautical 
mdess otherwise  indicated,  except  visibilities  which  are  in  statute  miles. 

m  if  Trader  instrument  approach  is  conducted  at  the  below  named  airport,  it  shall  be  in  acoordance  with  the  following  instrument  procedure,  unless  an  approach  is  oonduoted 
mv-dance  with  a  different  procedure  for  such  airport  authorized  by  the  Administrator  of  Civil  Aeronautics.  Initial  approaches  shall  be  made  over  specified  routes.  Mini* 
m  „  aJtitudef*)  shall  correspond  with  those  established  for  en  route  operation  in  the  particular  area  or  as  set  forth  below.  Positive  ldentiftcation  mast  be  established  with  the 
Controller.  From  initial  contact  with-radar  to  final  authorized  landing  minimum*,  the  Instructions  of  the  radar  controller  are  mandatory  except  when  (A)  visual  contact 
^hltahed  on  final  approach  at  or  before  descent  to  the  authorized  landing  minim  urns,  or  (B)  at  pilot’s  discretion  if  it  appears  desirable  to  dbeontfeme  the  approach.  Except 
Hen  the  radar  controller  may  direct  otherwise  prior  to  final  approach,  a  missed  approach  shall  be  executed  as  provided  below  when  (A)  communication  on  final  approach  is 
f  tfnr  more  than  5  seconds  during  a  precision  approach  or  for  more  than  30  seconds  during  a  surveillance  approach;  (B)  directed  by  radar  controller;  (0)  visual  contact  is  not 
tahhshed  upon  descent  to  authorized  landing  minimums;  or  (D)  if  landing  is  not  accomplished.  r 


Ceiling  and  visibility  minimums 


Transition 


More  than 
2-englne, 
more  than 
66  knots 


Condition 


66  knots 
or  less 


More  than 
66  knots 


Surveillance  Approach 

300-1 
400-1 
400-1 
800-2 


000-090. 

090-180. 

180-270. 

270-360. 


T-dn . 

C-dn . 

S-dn-17,  35. 
A-dn . . 


20O-H 

600-1  }-4 
400-1 
800-2 


300-1 

600-1 

400-1 

800-2 


'  Radar  terminal  area  transition  altitudes— all  bearings  are  from  the  radar  site  with  sector  azimuths  progressing  clockwise. 

If  visual  contact  not  established  upon  descent  to  authorized  landing  minimums  or  If  landing  not  accomplished. 

Runway  17— climb  to  2500'  on  170  ers  from  Tulakes  RBN  or  S  ers  ILS  within  20  ml  . 

Runway  36— climb  to  31  (XV  on  ers  of  350°  from  LOM  or  N  ers  ILS  within  20  mi  or  when  directed  by  ATO. 

Runway  17,  35— proceed  to  VOR  climbing  to  2500'  or  climb  td  2700'  on  E  ers  LFR  within  20  mi. 

Major  Change:  Deleted  note  reference  takeoff  restriction  Rny  8-26. 

ntv  Oklahoma  City;  State,  Okla.;  Airport  Name,  Will  Rogers  Field;  Elev.  1283';  Fac.  Class,  Oklahoma  City;  Ident.,  Radar;  Procedure  No.  1,  Arndt.  1;  Eff.  Date,  13  Sept.  68; 
_  Sup.  Amdt.  No.,  Orig.;  Dated,  14  Jul.  56 

These  procedures  shall  become  effective  on  the  dates  indicated  on  the  procedures. 

(Sec.  205, 52  Stat.  984;  49  U.  S.  C.  425.  Interpret  or  apply  sec.  601,  52  Stat.  1007,  as  amended;  49  U.  S.  C.  551) 

[seal]  *  S.  A.  Kemp, 

'  Acting  Administrator  of  Civil  Aeronautios.  , 


To- 

Coarse  and 
distance 

Minimum 
'  altitude 
(feet) 

Radar  site _ _ .... _ .... _ 

Within  20  mi _ 

3800 

Within  20  ml . 

2700 

Radar  site _ _ _ 

Within  20  mi _ 

2800 

Within  20  mi . 

2800 

V 

AUGUST  8,  1958. 


[P.  R.  Doc.  58-6544;  Piled,  Aug.  20,  1958;  8:45  a.  m.] 

T— . .  .  '  I.MI-I  — 


TITLE  43— PUBLIC  LANDS: 
INTERIOR 


Chapter  I — Bureau  of  Land  Manage- 
j  ment.  Department  of  the  Interior 


Appendix— Public  Land  Orders 


[Public  Land  Order  1716] 
'  [Fairbanks  012949] 
Alaska 


REVOKING  PUBLIC  LAND  ORDER  NO.  13^4  OF 
AUGUST  17,  1956,  WHICH  WITHDREW  PUB¬ 
LIC  LANDS  FOR  USE  OF  COAST  AND  GEODETIC 
SURVEY 


By  virtue  of  the  authority  vested  in 
the  President  and  pursuant  to  Executive 
Order  No.  10355  of  May  26,  1952,  it  is 
ordered  as  follows : 

1.  Public  Land  Order  No.  1321  of 
August  17,  1956,  which  withdrew  the 
following-described  public  lands  for  use 
of  the  Coast  and  Geodetic  Survey,  De¬ 
partment  of  Commerce,  in  connection 
with  the  installation  of  a  geomagnetic 
observatory,  is  hereby  revoked. 


Fairbanks  Meridian 


T.  1  N.,  R.  2  W., 

Sec.  20,  SWV4SWJ4  (unsurveyed). 


The  area  described  contains  40  acres. 

2.  The  land  is  located  about  IV2  miles 
northeast  of  Ester  Dome  and  in  the 
vicinity  of  Sheep  Creek. 

3.  Subject  to  any  existing  valid  rights 
and  the  requirements  of  applicable  law, 
the  restored  lands  are  hereby  opened  to 
settlement  and  to  filing  of  such  applica¬ 
tions,  selections,  and  locations  as  are 


allowable  on  unsurveyed  lands  in  ac¬ 
cordance  with  the  following: 

a.  Subject  to  the  applications  and 
claims  described  in  paragraph  b  (1)  be¬ 
low,  the  lands  beginning  at  10:00  a.  m. 
on  September  19,  1958,  will  be  subject  to 
settlement  under  the  Homestead  and 
Alaska  Home  Site  Laws  by  qualified  vet¬ 
erans  of  World  War  II  or  of  the  Korean 
Conflict,  and  by  others  entitled  to  pref¬ 
erence  rights  under  the  act  of  September 
27,  1944  (58  Stat.  747;  43  U.  S.  Ch  279- 
284)  as  amended.  Beginning  at  10:00 
a.  m.  on  December  19,  1958,  any  remain¬ 
ing  lands  will  be  subject  to  settlement 
under  these  laws  by  other  qualified 
persons. 

b.  Applications  and  selections  under 
the  nonmineral  public  land  laws  and 
applications  and  offers  under  the  min¬ 
eral  leasing  laws  may  be  presented  to  the 
Manager  mentioned  below,  beginning  on 
the  date  of  this  order.  Such  applica¬ 
tions,  selections,  and  offers  will  be  con¬ 
sidered  as  filed  on  the  hour  and  respec¬ 
tive  dates  shown  for  the  various  classes 
enumerated  in  the  following  paragraphs: 

(1)  Applications  by  persons  having 
preference  rights  conferred  by  existing 
laws  or  equitable  claims  subject  to  allow¬ 
ance  and  confirmation  will  be  adjudi¬ 
cated  on  the  facts  presented  in  support 
of  each  claim  or  right.  All  applications, 
presented,  by  persons  other  than  those 
referred  to  in  this  paragraph  will  be  sub¬ 
ject  to  the  applications^and  claims  men¬ 
tioned  in  this  paragraph. 

(2)  All  valid  applications  under  the 
Small  Tract  Laws  by  qualified  veterans 
of  World  War  II  or  of  the  Korean  Con¬ 


flict,  and  by  others  entitled  to  preference 
rights  under  the  act  of  September  27, 
1944  (58  Stat.  747;  43  U.  S.  C.  279-284  as 
amended) ,  presented  prior  to  10:00  a.  m. 
on  SeptemberM9,  1958,  will  be  consid¬ 
ered  as  simultaneously  filed  at  that  hour.  / 
Rights  under  such  preference  right  ap¬ 
plications  after  that  hour  artel  before 
10:00  a.  m.  on  December  19,  1958,  will  be 
governed  by  the  time  of  filing. 

(3)  All  valid  applications  and  selec¬ 
tions  under  the  nonmineral  public  land 
laws,  other  than  those  coming  under 
paragraphs  (1)  and  (2)  above,  and  ap-, 
plications  and  offers  under  the  mineral 
leasing  laws,  presented  prior  to  10:00 
a.  m.  on  December  l9,  1958,  will  be  con¬ 
sidered  as  simultaneously  filed  at  that 
hour.  Rights  under  such  applications 
and  selections  filed  after  that  hour  will 
be  governed  by  the  time  of  filing. 

4.  The  lands  will  be  open  to  applica¬ 
tions  and  offers  under  the  mineral  leas¬ 
ing  laws,  and  to  location  under  the 
United  States  mining  laws,  at  10:00  a.  m. 
on  December  19,  1958. 

5.  Persons  claiming  veteran’s  prefer¬ 
ence  rights  under  paragraph  b  (2)  above 
must  enclose  with  their  applications  , 
proper  evidence  of  military  or  naval  serv¬ 
ice,  preferably  a  complete  photostatic 
copy  of  the  certificate  of  honorable  dis¬ 
charge.  Persons  claiming  preference 
rights  based  upon  statutory  preference  or 
equitable  claims  must  enclose  properly 
corroborated  statements  in  support  of 
their  applications,  setting  forth  all  facts 
relevant  to  their  claims.  Detailed  rules, 
and  regulations  governing  applications 
which  may  be  filed  pursuant  to  this  no- 
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RULES  AND  REGULATIONS 


tice  can  be  found  in  Title  43  of  the  Code 
of  Federal  Regulations. 

6.  The  Territory  of  Alaska  has  elected 
not  to  exercise  the  preference  right  of 
selection  granted  it  by  section  202  (b) 
of  the  Alaska  Mental  Health  Enabling 
Act  of  July  28,  1956  (70  Stat.  711;  48 
U.  S.C.  46.5  <b)). 

7.  Inquiries  concerning  the  land  shall 
be  addressed  to  the  Manager,  Land 
Office,  Bureau  of  Land  Management, 
Fairbanks,  Alaska. 

Roger  Ernst, 

Assistant  Secretary  of  the  Interior. 

August  14, 1958. 

IP.  R.  Doc.  68-6714;  Piled,  Aug.  20,  1958; 

8:46  a.  m.J 


[Public  Land  Order  1717] 

[69640] 

Oregon 

PARTLY  REVOKING  PUBLIC  LAND  ORDER  NO. 

604  OF  SEPTEMBER  3,  1949 

By  virtue  of  the  authority  vested  in  the 
President  and  pursuant  to  Executive 
Order  No.  10355  of  May  26,  1952,  it  is 
ordered  as  follows. 

Public  Land  Order  No.  604  of  Septem¬ 
ber  3,  1949,"  so  far  as  it  reserved  the  fol¬ 
lowing-described  lands  for  use  in  the  con¬ 
struction  of  the  Detroit  Dam  and 
Reservoir  on  the  North  Santiam  River, 
under  supervision  of  the  Department  of 
the  Army,  is  hereby  revoked: 

Willamette  Meridian 
T.  10  S.,  R.  5  E., 

Sec.  2,  NE(4SW(4,  that  part  lying  northerly 
of  a  line  parallel  to  and  distant  200  feet 
northwesterly  from  the  center  line  of 
the  North  Santiam  Highway; 

Sec.  3,  SE(4.  that  part  lying  northerly  of  a 
line  parallel  to  and  distant  200  feet 
northwesterly  from  the  center  line  of 
the  North  Santiam  Highway,  and  the 
Ey2swy4; 

Sec.  10,  "that  part  lying  northerly  of  a  line 
parallel  to  and  distant  200  feet  north¬ 
westerly  from  the  center  line  of  the 
North  Santiam  Highway; 

Sec.  17,  SW^NWft  and  NW(4SW»4,  those 
parts  lying  easterly  of  a  line  parallel  to 
and  distant  200  feet  easterly  from  the 
center  line  of  the  North  Santiam  High¬ 
way. 

T.  10  S.,R.  0E., 

Sec.  7,  lots  2  and  3,  those  parts  lying  north¬ 
erly  and  easterly  of  a  line  parallel  to  and 
distant  200  feet  northeasterly  from  the 
center  line  of  the  North  Santiam  High¬ 
way. 

The  areas  described  aggregate  405.6 
acres. 

The  lands  are  a  part  of  the  Willamette 
National  Forest,  and  are  for  the  most 
part  within  various  withdrawals  for 
power  purposes.  They  will  be  open  to 
such  forms  of  appropriation  under  the 
public  land  laws,  as  may  be  made  of 
national  forest  lands,  at  10:00  a.  m.  on 
September  20, 1958,  subject,  where  appli¬ 
cable,  to  the  provisions  of  the  act  of 
August  11,  1955  ‘(69  Stat.  683;  30  U.  S.  C. 
621-625). 

Roger  Ernst, 

Assistant  Secretary  of  the  Interior. 

August  15, 1958. 

[F.  R.  Doc.  58-6715;  Filed,  Aug.  20.  1958; 

8:46  a.  m.J 


[Public  Land  Order  1718] 


Montana  and  Nevada 


RESERVING  LANDS  WITHIN  NATIONAL  FORESTS 
FOR  USE  OF  FOREST  SERVICE  AS  ADMINIS¬ 
TRATIVE  SITES,  RECREATION  AREAS,  FOREST 
CAMPS,  AND  ROADSIDE  ZONES 

By  virtue  of  the  authority  vested  in  the 
President  by  the  act  of  June  4,  1897  (30 
Stat.  34,  36;  16  U.  S.  C.  473)  and  other¬ 
wise,  and  pursuant' to  Executive  Order 
No.  10355  of  May  26, 1952,  it  is  ordered  as 
follows: 

Subject  to  valid  existing  rights,  the 
following-described  public  lands,  within 
the  national  forests  designated,  are 
hereby  withdrawn  from  all  forms  of  ap¬ 
propriation  ur\der  the  public -land  laws, 
including  the  mining  but  not  the  min¬ 
eral-leasing  laws  nor  disposal  of  mate¬ 
rials  under  the  act  of  July  31,  1947  (61 
Stat.  681;  30  U.  S.  C.  601-604)  as 
amended,  and  reserved  for  use  of  the 
Forest  Service,  Department  of  Agricul¬ 
ture,  as  administrative  sites,  recreation 
areas,  forest  camps,  and  roadside  zones, 
as  indicated: 

MONTANA 
[Montana  020355] 

Montana  Principal  Meridian 

BEAVERHEAD  NATIONAL  FOREST 

Foolhen  Administrative  Site 
(40  acres) 

T.  1  S.,  R.  13  W.,  unsurveyed,  - 

Sec.  11,  E>/2SWy4SWi4,  and  Wy2SEi4SW(4. 

Argenta  Administrative  Site 
(40  acres) 

T.  6  S.,  R.  11  W., 

Sec.  21,  SE (4  ne  (4 S W *4 ,  NE(4SE(4SW»4, 
S W  (4  NW  y4  SE  (4 ,  and  NWy4SWy4SE»4. 

Steel  Creek  Recreation  Area 
(40  acres) 

T.  3  S.,  R.  14  W., 

Sec.  4,  Sy2NEy4SWV4,  syaNi/2NEy4sw y4 , 
and  N »/2 N y2 SEy4SW  (4 

Mussigbrod  Recreation  Area 
>  (91.22  acres) 

T.  1  N„  R.  16  W„ 

Sec.  32,  lots  1, 4,  5,  and  6. 

Pintlar  Recreation  Area  ’ 

(99.05  acres) 

T.  1  N„  R.  15  W.. 

Sec.  14,  wyaw;4  lot  1,  and  lot  2; 

Sec.  15,  lots  1  and  2. 

Miner  Lake  Recreation  Area 
(221.11  acres) 

T.  6  S„  R.  16  W.,  ,  , 

Sec.  9,  lots  1, 2, 3,  4,  arid  5; 

Sec.  16,  lots  1  and  2. 

Van  Houten  Lake  Recreation  Area 
(123.50  acres) 

T.  7S..R.  15  W„ 

'Sec.  7,  lot  5,  and  NE(4NE(4; 

Sec.  8,  lot  4. 

Canyon  Recreation  Area 
(15  acres) 

T.  9  S.,  R.  3  W„ 

Sec.  18,  NEy4NWV4SE'4,  and  EyaNW(4 
NW1/4SE14. 

Balanced  Rock  R&reation  Area 
(40  acres) 

T.  4  S.,  R.  3  W.. 

Sec.  18,  E y2 NE *4 SW V4 •  and  W%NW&8E>4. 


Mill  Creek  Recreation  Area 
(120  acres) 

T.  4  S.,  R.  4  W., 

Sec.  23,  NyaNW(4,  and  Ny2S»/2NW(4, 

East  Creek  Recreation  Area 
(100  acres) 

T.  14  S.,  R.  9  W., 

Sec.  35,  Sy2SEy4SWi,4,  and  sy2swy4sE>4 
T.  15 S.,  R.  9  W„ 

'  Sec.  2,  NWy4NE(4,  and  Ny2NEy4NW»4. 

West  Fork  Recreation  Area 
/  (21.16  acres) 

T.  11S..R.  IE., 

Sec.  10,  lot  6. 

Lodgepole  Recreation  Area 
(10  acres) 

X  2  S  R  12  W 

Sec!  22,  SE  >/4  SW  %  SW  14  NE  % ,  N^NWU 

NW14SEK,  and  NyaSy2NW‘4NWy4SE«4. 

Willow  Recreation  Area 
(20  acres) 

X  2  S  R  12  IV 

Sec.’  27,  SE  V4  NE  »/4  S  W  %  NW  % ,  NEy4SE>: 
SWy4NWy4,  NW^SEy4NWy4,  and  W1; 
NE»4SE^NW^. 

Twin  Lakes  Recreation  Area 
(126.25  acres) 

T.  5  S.,  R.  17  W.,  unsurveyed. 

Sec.  8,  9, 16  and  17,  a  tract  of  land  described 
as  follows. 

Beginning  at  a  granite  boulder  72  feet 
north  of  the  Twin  Lake  road,  8'  x  4(4'  x  2’ 
above  ground  marked  X/FSM/R1  near  the 
top,  from  which  Spotted  Fawn  Mountain 
bears  S.  86s  W.  and  Squaw  Mountain  bears 
S.  28°  W.,  thence 

S.  15°  W-.  13.52  chains; 

N.  78°  W.,  45.45  chains; 

N.  12°  E.,  30.08  chains; 

S.  78°  E.,  18.76  chains; 

S.  12°  W.,4.55  chains; 

S.  78°  E„  28.03  chains; 

S.  15°  W.,  12.04  chains  more  or  less  to  the 
place  of  beginning. 

HELENA  NATIONAL  FOREST 

MacDonald  Pass  (U.  S.  Highway  ION) 
Roadside  Zone 
(260  acres) 

A  strip  of  land  400  feet  in  width  being  200 
feet  on  each  side  of  the  center  line  of  U.  8. 
Highway  No.  10N  as  now  constructed,  and 
situated  within  the  following-described  Sub¬ 
divisions  or  so  much  of  said  400  foot  strip  as 
may  be  situated  within  said  subdivisions: 

T.  10  N„  R.  5  W., 

Sec.  29,  lots  6,  7,  8, 9,  and  SW(4SE(4; 

Sec.  31,  lots  2,  3,  4,  NE(4NE(4,  SW»4NE%, 
and  NW(4SE(4. 

T.  9  N.,  R.  6  W., 

Sec.  1,  lot  4; 

Sec.  2,  lots  3,  6,  7,  8.  NE(4SW(4,  NW(iSW(4, 
SW1/4SW/4,  and  SEy4SW»/4. 

T.  10  N.,  R.  6  W„ 

Sec.  36,  SWy4NE(4,  SE(4NE(4,  NE(/4SW-(4, 
NW1/4SW1/4,  SW1/4SW/4,  SE(4SWy4,  NE'4 
SE  (4,  and  NW(4SE(4. 

Porcupine  Campground 
(25  acres) 

T.  10N..R.5W., 

Sec.  29,  all  those  portions  of  lots  6,  7,  8, 
and  9  lying  to  the  south  of  U.  S.  Highway 
No.  10  within  the  loop  or  switch  back 
which  said  highway  forms  in  crossing 
Spring  Creek  and  not  included  within 
the  said  heretofore  described  MacDonald 
Pass  Roadside  Zone. 

MacDonald  Pass  Campground 
(37.75  acres) - 

T.  9  N..R.6  W., 

Sec.  1,  SW(4SWy4NW>4,  and  NW(4NW(4 

swy4; 

Sec.  2,  SE(4SE(4  lot  6,  and  NE(4  lot  7. 
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Cromwell  Dixon  Campground 
(40  acres) 

T  9  N.,  R-  6  W., 

Sec.2(SWy4SEV4. 

Beaver  Creek  Campground 
(30  acres) 

T68ec.' ’ 2‘,  >/2SW % S W i/4 .  and  E^Wy2SW>/4 
SW>/4.  / 

Gile  Reservoir  Campground 
(115.34  acres) 

/ 

T  9N.,  R.  4E., 

An  irregular  tract  of  land  situated  in 
lot  4  and  HES  No.  145  in  section  27  and 
in  lots  2,  3,  4,  5  HES  No.  145  and  SE^NW^ 
and  SW»/4NEV4  section  34,  more  partic¬ 
ularly 'described  by  metes  and  bounds  as 
follows : 

Beginning  at  a  point  on  the  north  line 
of  section  34,  12.00  chains  East  of  the 
northwest  corner  thereof,  thence 

N.  70 ”00'  E„  22.50  chains; 

East,  11.50  chains; 

South,  37.50  chains; 

West,  33.00  chains; 

North,  30.00  chains,  more  or  less  to  the 
place  of  beginning. 

.  Lincoln  Gulch  Campground 
(20  acres) 

T.  13  N.,  R.  9  W., 

Sec.  20,  SE^SE^SE^; 

Sec.  29,  NEy4NEy4NEi/4. 

Lone  Point  Campground 
(80  acres) 

T.  14  N„  R.  10  W„  — 

Sec.  24,  SEy4SW>4,  and  SWy4SE>4. 

Arrastra  Creek  Campground 
(20  acres) 

T.  14N..R.  10  W., 

Sec.30,Ny2SW^NE^.  N 

Granite  Butte  Lookout  Site 
(10  acres) 

T.  13  N.,  R.  7  W., 

Sec.  26,  NWy4NW>/4NW>/4. 

Silver  King  Lookout  Site 
(40  acres) 

T.  16  N.,  R.  7  W.,  unsurveyed, 

Sec.  29,  SWy4SWy4NWy4,  and  NW^NW^ 

swy4; 

Sec.  30,  SE14SE14NE14,  and  NE^NE^SE^. 

The  total  areas  described  aggregate  1,785.38 
acres. 

NEVADA 
[Nevada  043897] 

Mount  Diablo  Meridian 

TOIYABE  NATIONAL  FOREST 

Hunts  Canyon  Administrative  Site 
(80  acres)  \ 

T.7N.,  R.  46  E„ 

Sec.  15,  SEV4SEJ4; 

Sec.  22,  NEy4NEi4. 

Indian  Valley  Administrative  Site  ' 
(160  acres) 

T.  10  N„  R.  40  E., 

Sec.  4,  SE14. 

'  *  Kingston  Administrative  Site 

•  (160  acres) 

T.  16  N.,  R.  43  E„ 

Sec.  17,  NE14. 

Meadow  Canyon  Administrative  Site 
(160  acres) 

T.  10  N.,  R.  45  E.  (unsurveyed) , 

Sec.  33,  NW&. 

San  Juan  Administrative  Site 
(160  acres) 

T.  15  N„  R.  42  E., 

Sec.  32,  NE*4  (unsurveyed) . 


FEDERAL  REGISTER 

South  Twti+  River  Administrative  Site 
(160  acres) 

T.  12  N.,R.  41  E., 

Sec. 32, EVfcSE^  (unsurveyed); 

Sec.  33,  Wy2SW»A  (unsurveyed). 

Upper  Corral  Administrative  Site 
(160  acres) 

T.  11  N.,  R.  41  E.  (unsurveyed). 

Sec.  28,  Wy2SWi4; 

Sec.  29,  Ey2SEi4. 

.  Big  Creek  Forest  Camp 
\  (160  acres) 

T.  17  N.,  R.  43  E„ 

Sec.  15,  NW^. 

Kingston  Forest  Camp 
(200  acres) 

T  16  N  R  43  E 

Sec. 21, SW^SB^  (unsurveyed); 

Sec.  28,  NEV4,  excepting  the  area  included 
in  Mineral  Survey  No.  1811  and  Mineral 
Survey  No.  3422. 

Peavine  Forest  Camp 
(80  acres) 

T.  9  N.,  R.  42  E.  (unsurveyed) , 

Sec.  19,  Wy2SE^. 

Pine  Creek  Forest  Camp 
v  -  (119.41  acres) 

T.  11  N..R.  46  E., 

Sec.  18,  lot  3. 

T.  11  N.,  R.  45  E.  (unsurveyed) , 

1  Sec.  13,NEy4SE^,and  SE^NE^. 

San  Juan  Recreation  Area 
(160  acres) 

T.  15N..R.42  E., 

Sec.  32,  SE14  (unsurveyed) . 

The  total  areas  described  aggregate  1,759.41 
acres. 

The  total  area  withdrawn  by  this  order 
is  3,544.79  acres. 

This  order  shall  be  subject  to  existing 
withdrawal  for  power  purposes  so  far  as 
they  affect  any  of  the  lands  described, 
and  shall  take  precedence  over  but  not 
otherwise  affect  the  existing  reservation 
of  the  lands  for  national  forest  purposes. 

Roger  Ernst, 

Assistant  Secretary  of  the  Interior. 
August  15, 1958.  • 

[F.  R.  Doc.  58-6716;  Filed,  Aug.  20,  1958; 
8:46  a.  m.] 


[Public  Land  Order  1719] 

[79588] 

Arizona  and  New  Mexico 

TRANSFER  OF  LANDS  FROM  GILA  NATIONAL 
FOREST  TO  APACHE  NATIONAL  FOREST, 
ARIZONA,  FROM  APACHE  NATIONAL  FOREST 
TO  GILA  NATIONAL  FOREST,  AND  FROM 
LINCOLN  NATIONAL  FOREST  TO  CIBOLA  NA¬ 
TIONAL  FOREST,  NEW  MEXICO,  ELIMINAT¬ 
ING  CERTAIN  LANDS  FROM  LINCOLN  AND 
CIBOLA  NATIONAL  FORESTS 

*  N 

By  virtue  of  the  authority  vested  in  the 
President  by  the  act  of  June  4,  1897  (30 
Stat.  34,  36;  16  U.  S.  C.  473),  and  pur¬ 
suant  to  Executive  Order  No.  10355  of 
May  26,  1952,  it  is  ordered  as  follows: 

1.  The  following-described  lands  with¬ 
in  the  exterior  boundaries  of  the  Gila 
National  Forest  are  hereby  transferred 
to  the  Apache  National  Forest,  Arizona, 
effective  July  1,  1958: 


Gila  and  Salt  River  Meridian 

Tpe.  1  and  2  N..  R.  28  E.,  (partly  unsurveyed). 
T.  3  N.,  R.  28  E.,  (unsurveyed)  that  part  lying 
south  of  the  Mogollon  Rim. 

Tps.  1  and  2  N„  R.  29  E.,  (unsurveyed). 

T.  3  N.,  R.  29  E.,  (unsurveyed)  that  part  lying 
south  of  the  Mogollon  Rim. 

T.  1  N.,  R.  30  E.,  (partly  unsurveyed). 

Tps.  2  and  3  N.,  R.  30  E„  (partly  unsurveyed) 
those  parts 'lying  south  of  the  Mogollon 
Rim. 

T.  1  N.,  R.  31  E.  (partly  unsurveyed). 

T.  2  N.,  R.  31  E.  (partly  unsurveyed),  that 
part  lying  south  of  the  Mogollon  Rim. 

T.  1  N.,  R.  32  E.  (unsurveyed). 

T.  2  N.,  R.  32  E.  (unsurveyed) ,  that  part  lying 
south  of  the  Mogollon  Rim. 

Tps.  1,  2  and  3  S.,  R.  28  E., 

Secs.  1  to  5,  inclusive; 

Secs.  8  to  17,  Inclusive; 

Secs.  20  to  29,  Inclusive; 

Secs.  32  to  36,  Inclusive. 

T.  1  S.,  R.  29  E.  (partly  unsurveyed) . 

T.  2  S.,  R.  29  E.  • 

T.  3  S„  R.  29  E, 

Secs.  1  to  12,  inclusive; 

Sec.  16,  W>/2; 

Secs.  17  to  19,  inclusive; 

Sec.  30; 

Sec.  31,  WV&. 

Tps.  1  and  2  S.,  R.  30  E.  (partly  unsurveyed). 
T.  3  S.,  R.  30  E.  (partly  unsurveyed) ,  -  . 

Secs.  1  to  16*  inclusive; 

Secs.  21  to  28,  inclusive; 

Secs.  33  to  36,  inclusive.  \ 

T.  4  S.,  R.  30  E.  (partly  unsurveyed) , 

Secs.  1  to  4,  inclusive; 

Secs.  9  to  16,  inclusive; 

Secs.  21  to  24,  inclusive. 

Tps.  1  and  2.  S.,  R.  31  E.  (partly  unsurveyed). 
T.3S..R.  31  E. 

T.  4  S..  R.  31  E., 

Secs.  1  to  25,  inclusive; 

Sec.  36.  J 
T.  5  S.,  R.  31  E., 

Secs.  1  and  12. 

Tps.  1,  2,  3,  and  4  S.,  R.  32  E.  (unsurveyed). 
T.  5  S„  R.  32  E.  (fractional). 

Secs.  3  to  10,  inclusive; 

Secs.  15  to  22,  inclusive. 

2.  The  following-described  lands  with¬ 
in  the  exterior  boundaries  of  the 
Apache  National  Forest  are  hereby  trans¬ 
ferred  to  the  Gila  National  Forest,  New 
Mexico,  effective  July  1,  1958: 

New  Mexico  Principal  Meridian 

T.  5S.,R.  14  W., 

Secs.  30  and  31. 

T.  5  S.,  R.  15  W., 

Secs.  18  to  36,  inclusive. 

T.  6  S.,  R.  15  W., 

Secs.  2  to  11,  inclusive; 

Secs.  14  to  19,  inclusive; 

Sec.  20,  that  portion  lying  northwest  of 
the  main  NE-SW  divide; 

Secs.  21  and  22,  those  portions  lying  north 
of  the  main  E-W  divide; 

Sec.  30,  that  portion  lying  west  of  the  main 
N-S  divide; 

Sec.  31,  that  portion  lying  northwest  of  the 
main  NE-SW  divide. 

T.  4  S.,  R.  16  W., 

Secs.  33  to  36,  Inclusive. 

T.  5  S.,  R.  16  W., 

Secs.  1  to  4,  inclusive;  * 

Secs.  9  to  36,  inclusive.  • 

T.  6  S„  R.  16  W.  (unsurveyed) , 

Secs.  1  to  33,  inclusive; 

Sec.  34,  that  portion  lying  northwests  the 
main  NE-SW  divide; 

Sec.  35,  that  portion  lying  north  of  the 
main  E-W  divide; 

Sec.  36,  that  portion  lying  northeast  of  the 
main  NW-SE  divide. 

T.  7  S.,  R.  16  Wa.  (unsurveyed) , 

Sec.  3,  that  portion  lying  west  of  the  main 
N-S  divide: 

Secs.  4  to  8,  inclusive; 


RULES  AND  REGULATIONS 


T.  7  S.,  R.  21  W.  (unsurveye*) , 

Secs.  12  and  13; 

Secs.  24  and  25. 

3.  The  following-described  lands  with¬ 
in  the  exterior  boundaries  of  the  Lincoln 
National  Forest  are  hereby  transferred 
to  the  Cibola  National  Forest,  New  Mexi¬ 
co,  effective  July  1,  1958: 

New  Mexico  Principal  Meridian 

T.  1  N.,  R.  9  E., 

Secs.  1  and  2; 

Secs.  11  to  14,  inclusive. 

T.  2  N.,  R.  9  E., 

Secs.  1  to  3,  inclusive; 

Secs.  11  to  13,  inclusive; 

Secs.  23  to  26.  inclusive; 

Secs.  35  and  36. 

T.  3  N.,  R.  9  E., 

Soc  24* 

Sec.’  25,’ei/2 .  E«/2NWi/4 ; 

Secs.  34  to  36,  inclusive. 

T.  1  N„  R.  10  E„ 

Secs.  1  to  18,  inclusive; 

Secs.  22  to  27,  inclusive; 

Secs.  34  to  36,  inclusive. 

T.  2  N.,  R.  10  E., 

Secs.  5  to  9,  inclusive; 

Secs.  14  to  36,  inclusive. 

T.  3  N.,  R.  10  E., 

Sec.  19,  Wi/2; 

Sec.  30.  Wy2; 

Sec.  31,  wy2  and  SE«4. 

T.  1  N.,  R.  11  E., 

Secs.  5  to  8,  inclusive; 

Sec.  9,  Wy2; 

Sec.  15,  Wy2; 

Secs.  16  to  22,  inclusive; 

Secs.  25  to  36,  inclusive. 

T.  2  N.,  R.  11  E., 

Secs.  30  and  31. 

T.  1  N.,  R.  12  E., 

Sec.21,Sy2; 

Secs.  22  to  29,  inclusive; 

Sec.  30,  sy2; 

Secs.  31  to  36,  inclusive. 

T.  1  N.,  R.  13  E., 

Secs.  19  and  20; 

Secs.  29  to  31,  inclusive. 

T.  1  S.,  R.  10  E., 

.  Secs.  1  and  2; 

Sec.  12,  N‘/2  and  NEy4SEi4. 

T,  1  S.,  R.  11  E.,  . 

Secs.  1  to  17,  inclusive; 

Sec.  18,  NEy4,  Ey2SEV4.  and  NW&SE^; 

Sec.  19,  Ey2NEy4; 

Secs.  20  to  28,  inclusive; 

Sec.  29,  Ey2; 

Sec.  32,  Ey2;  , 

Secs.  33  to  36,  inclusive. 

T.  2  S.,  R.  11  E„ 

Secs.  1  to  4,  inclusive; 

Sec.  5,  E'/2; 

Sec.  8,  Eya; 

Secs.  9  to  12,  inclusive; 

Sec.  24.  Ey2Ei/2. 

T.  1  S.,  R.  12  E., 

Secs.  1  to  11,  inclusive; 

Sec.  12,  Ny2: 

Secs.  14  to  22,  inclusive; 

Sec.  23,  Wy2; 

Sec.  26,  Wy2; 

Secs.  27  to  34,  inclusive. 

T.  2  S.,  R.  12  E., 

Secs.  3  to  9,  inclusive;  ^ 

Sec.  17; 

Sec.  18.  E>/2  and  E'/2Wy2; 

Secs.  19  and  20. 

4.  The  following-described  lands  are 
hereby  excluded  from  the  areas  now 
within  the  boundaries  of  the  national 
forests  designated: 

New  Mexico  Principal  Meridian 

CIBOLA  NATIONAL  FOREST 

T.  1  N.,  R.  5  E., 

Secs.  1  to  3,  inclusive; 

Secs.  10  to  16,  inclusive; 

Secs.  19  to  36,  inclusive. 


T.  2  N„  R.  5  E., 

Secs.  13  and  14; 

Secs.  23  to  26,  inclusive; 

Secs.  35  and  36. 

T.  1  N„  R.  6  E. 

T.  2  N.,  R.  6  E„ 

Secs.  1  and  2; 

Secs.  11  to  36,  inclusive. 

T.  3N..R.  6E., 

Secs.  25  and  36. 

T.  1  N„  R.  7  E. 

T.2N..R.7E., 

Secs.  3  to  10,  Inclusive; 

Secs.  17  to  20,  inclusive; 

Secs.  28  to  33,  inclusive; 

Sec.  34,  Wi/2. 

T.3N..R.7E., 

Sec.  28,  SWV4; 

Secs.  29  to  33,  inclusive; 

Sec.  34,  SW*4. 

T.  1  N„  R.  8  E„ 

Secs.  18  and  19; 

Secs.  29  to  32,  inclusive. 

T.  1  S.,  R.  5  E„ 

Secs.  1  and  2; 

Secs.  11  to  14,  inclusive; 

Secs.  24, 25  and  36. 

T.  2  S.,  R.  5  E.. 

Secs.  1  to  3,  inclusive; 

Secs.  10  to  15,  inclusive; 

Secs.  22  to  27,  inclusive; 

Secs.  34  to  36,  inclusive. 

Tps.  1  and  2  S.,  R.  6  E.  (partly  unsurveyed). 

LINCOLN  NATIONAL  FOREST 

T.  3  N.,  R.  9  E., 

Sec.  *7* 

Sec.  8,’wy2  and  SEV4; 

Sec.  9,  S(4 ; 

Sec.  10,  Sy2; 

Sec.  11; 

Secs.  14  to  18,  inclusive; 

Secs.  21  to  23,  inclusive; 

Sec.  25,  W'/2NW>/4  and  SW>4; 

Sec.  26  to  28,  inclusive. 

T.  1  N.,  R.  10  E„ 

Sec.  20,  E y2; 

Sec. 21; 

Secs.  28  to  30,  inclusive; 

Secs.  32  and  33. 

T.  1  S„  R.  10  E., 

Secs.  3  to  11,  inclusive; 

Sec.  12,  swy4,  wy2SEy4  and  SE^SE^; 
Secs.  13  to  18,  inclusive; 

Secs.  22  to  27,  Inclusive. 

T.  1  S.,  R.  11  E„ 

Sec.  18,  wy2,  and  SW>4SEi4; 

Sec.  19,  Wy2NEVi,  Wy2  and  SE»4; 

Sec.  29,  wy2; 

Secs.  30  and  31; 

Sec.  32,  W'/2. 

T.  2  S„  R.  11  E., 

Sec.  5,  Wy2; 

Secs.  6  and  7; 

Sec.  8,  WV2; 

Secs.  13  to  23,  inclusive; 

Sec.  24,  Wy2Ey2,  and  W y2. 

T.2S..R.  12  E„ 

Sec.  18,  Wy2W^. 

T.  3  S.,  R.  6  E., 

Secs.  1  to  3,  inclusive; 

Secs.  10  to  14,  inclusive. 

Tps.  l, 2 and 3S..R7 E.  (partly  unsurveyed), 
T.  4  S..  R.  7  E., 

Secs.  1  to  24,  Inclusive. 

T.  1S..R.8E., 

Secs.  5  to  8,  inclusive; 

Secs.  18,  19,  30  and  31. 

T.2  S.,R.  8E„  , 

Secs.  5  to  8,  inclusive; 

Secs.  17  to  20,  inclusive; 

Secs.  29  to  32,  inclusive. 

T.3S..R.8E., 

Secs.  5  to  8,  inclusive; 

Secs.  17  to  20,  inclusive; 

Secs.  29  to  32,  inclusive. 

T.4S..R.  8E., 

Secs.  5  to  8,  inclusive; 

Secs.  17  to  20,  inclusive. 


Secs.  9  and  17,  those  portions  lying  north¬ 
west  of  the  main  NE-SW  divide; 

Sec.  18; 

Secs.  19  and  20,  those  portions  lying  north¬ 
west  of  the  main  NE-SW  divide. 

T.  5  S.,  R.  17  W., 

Secs.  13  and  14; 

Secs.  17  to  36,  inclusive. 

T.  6  S.,  R.  17  W. 

T.  7  S.,  R.  17  W.  (unsurveyed) , 

Secs.  1  to  18,  inclusive; 

Secs.  19  to  22,  inclusive,  those  portions  ly¬ 
ing  north  of  the  main  E-W  divide; 

Sec.  23; 

Sec.  24,  that  portion  lying  northwest  of  the 
main  NE-SW  divide. 

T.  4  S.,  R.  18  W., 

Secs.  19  to  22,  inclusive; 

Secs.  26  to  35,  inclusive. 

T.  5  S.,  R.  18  W., 

Secs.  2  to  11,  inclusive; 

•  Secs.  13  to  36,  inclusive. 

T.  6  S.,  R.  18  W. 

T.7S.,  R.  18  W., 

Secs.  1  to  23,  inclusive; 

Secs.  24  and  26,  those  portions  lying  north 
of  the  main  E-W  divide; 

Secs.  27  to  34,  inclusive. 

T.  8S..R.  18  W., 

Sec.  3,  that  portion  lying  northwest  of  the 
main  NE-SW  divide; 

Secs.  4  to  9,  inclusive; 

Sec.  10,  that  portion  lying  west  of  the  main 
N-S  divide; 

Sec.  16,  that  portion  lying  northwest  of  the 
main  NE-SW  divide; 

Secs.  17, 18  and  19; 

Sec.  20,  that  portion  lying  northwest  of  the 
main  NE-SW  divide; 

Sec.  30,  that  portion  lying  west  of  the  main 
N-S  divide; 

Sec.  31,  that  portion  lying  northwest  of  the 
main  NE-SW  divide. 

T.  9  S.,  R.  18  W.  (unsurveyed) , 

Secs.  6  and  7,  those  portions  lying  west  of 
the  main  N-S  divide; 

Secs.  18  and  19,  those  portions  lying  west 
of  the  main  N-S  divide. 

T.  5  S„  R.  19  W., 

Sec.  1; 

Secs.  12  to  14,  inclusive; 

Secs.  23  to  26,  inclusive; 

Secs.  35  and  36. 

T.  6  S.,  R.  19  W., 

Secs.  1  to  4,  inclusive; 

Secs.  9  to  17,  inclusive; 

Secs.  20  to  36,  inclusive. 

T.  7  S.,  R.  19  W. 

T.  8  S.,  R.  19  W„ 

Secs.  1  to  35,  inclusive; 

Sec.  36,  that  portion  lying  west  of  the  main 
N-S  divide. 

T.  9  S.,  R.  19  W.  (unsurveyed) , 

Secs.  1  to  23,  inclusive; 

Secs.  24  and  25,  those  portions  lying  north¬ 
west  of  the  main  NE-SW  divide; 

Secs.  26  to  28,  inclusive,  those  portions 
lying  north  of  the  main  E-W  divide; 

Sec.  29,  that  portion  lying  northwest  of 
the  main  NE-SW  divide; 

Sec.  30; 

Sec.  31,  that  portion  lying  north  of  the 
main  E-W  divide; 

Sec.  32,  that  portion  lying  northwest  of 
the  main  NE-SW  divide. 

T.  6  S.,  R.  20  W., 

Secs.,31  to  36,  inclusive. 

T.  7  S.,  R.  20  W„ 

Secs.  1  to  30,  inclusive; 

Secs.  35  and  36. 

T.  8  S.,  R.  20  W.,  , 

Secs.  1  and  2; 

Secs.  11  to  14,  inclusive; 

Secs.  21  to  29,  inclusive; 

Secs.  32  to  36,  inclusive. 

T.  9  S.,  R.  20  W.. 

Secs.  1  to  18,  Inclusive; 

Secs.  20  to  29,  inclusive; 

Secs.  32  to  36  inclusive. 


Thursday,  August  21,  1958 

The  lands  described  in  this  paragraph, 
totalling  approximately  312,640  acres, 
have  been  patented. 

5  The  exterior  boundaries  of  the  for¬ 
ests  involved  are  hereby  adjusted  in  ac¬ 
cordance  with  the  transfers  and  elimina¬ 
tions  made  by  this  order,  and  any 
transferred  lands  now  having  a  national 
forest  status  shall  become  a  part  of  the 
forest  to  which  it  is  transferred. 

6  This  order  shall  not  be  construed  as 
_iving  a  national  forest  status  to  any 
tends  which  do  not  now  have  such  status, 
or  as  changing  the  status  of  any  lands 
which  now  have  a  national  forest  status. 

Roger  Ernst, 

Assistant  Secretary  of  the  Interior. 

August  15, 1958. 

[P.  R.  Doc.  58-6717;  Piled,  Aug.  20,  1958; 
1  '  8:47  a.  m.] 


FEDERAL  REGISTER 


band,  to  effect  changes  in  the  25-50  Me  contained  in  sections  4  (i)  and  303  of  the 
and  150.8-152  Me  bands,  and  to  effect  Communications  Act  of  1934,  as 
other  changes  relating  to  the  use  of  fre-  amended,  and  section  0.341  of  the  Com- 
quencies  in  the  25-50  Me  band.  mission’s  Statement  of  Delegation  of 

The  Commission  having  under  consid-  Authority ; 
eration  the  first  report  and  order  in  the  It  is  ordered.  This  15th  day  of  August, 
above-entitled  matter  (FCC  57-1393)  1958,  that  effective  August  15,  1958,  Part 

adopted  December  18, 1957 ;  and  16  of  the  Commissions  rules.  Land 

It  appearing  that  under  the  terms  of  Transportation  Radio  Services,  is 
the  subject  report  and  order,  Part  2  of  amended  as  set  forth  below, 
the  Commission’s  rules  was  amended  as  (Sec  4(  48  stat.  1066(  „  amentied;  47  u.  S.  c. 
set  forth  therein,  and  that  Parts  6,  7,  8,  154.  interprets  or  applies  sec.  303,  48  stat, 

9,  10,  11,  and  16  of  such  rules  were  1082,  as  amended;  47  u:s.  C.  303) 

amended  to  conform  to  the  frequency-  Releflced •  Aueust  15  1958 

availability  changes  indicated  therein,  Keieasea .  August  id,  lvoa. 

the  formal  codification  of  such  latter  Federal  Communications 

changes  to  be  accomplished  by  subse-  Commission, 

quent  orders  of  the  Commission;  and  .  [seal]  Mary  Jane  Morris, 

It  further  appearing  that  the  formal  Secretary. 

codification  of  the  changes  herein  or-  Amend  s  16.252  by  the  addition  of  a 
dered  in  Part .16  of  the  Commission's  new  paragraph  (h)  read  as  follows: 
rules  is  in  addition  to  those  contained  in 

the  Commission’s  Supplemental  Order  (h)  A  common  or  {contract  carrier  of 
Number  One— Part  16  (Mimeo  No.  passengers  operating  between  urban 
54489)  released  January  27,  1958,  and  areas,  authorized  in  the  Motor  Carrier 
Supplemental  Order  Number  Five— Part  Radio  Service  prior  to  April  1,  1958,  to 
16  (Mimeo  No.  59563)  released  June  13,  use  any  one  of  the  frequencies  43.86, 
1958,  and  conforms  without  any  substan-  43.90,  43.94,  43.98,  44.02,  or  44.06  Me, 
tive  change  to  the  frequency-availability  may  be  authorized  to  operate  on  such 
changes  already  ordered  in  the  text  and  frequency  until  March  31,  1963.  During 
tabulations  of  the  first  report  and  order  this  period  such  licensees  may  modify, 
above-described,  and  are,  therefore,  edi-  renew,  reinstate,  or  assign  their  licenses 
torial  in  nature,  requiring  no  further  m  those  cases  where  such  assignment 
public  notice  of  rule  making  thereon;  accompanies  a  change  of  ownership  of 
and  the  licensee’s  business  to  the  assignee; 

It  further  appearing  that  the  amend-  however,  they  will  not  be  authorized  to 
ments  to  Part  16  ordered  herein  should  expand  their  faculties  by  thq  addition  of 
be  made  effective  immediately ;  and  new  base  or  fixed  stations. 

Jt  further  appearing  that  authority  [p.  r.  doc.  58-6749;  Piled,  Aug.  20,  1958; 
for  the  amendment  herein  ordered  is  8:55a.m.]  " 


TITLE  47— TELECOMMUNI 
CATION 


Chapter  I — Federal  Communications 
Commission  , 

[Rules  Arndts.  16-32] 

[Docket  No.  12169] 

Part  16 — Land  Transportation  Radio 
•  Services 

FREQUENCIES  AVAILABLE  FOR  BASE  AND 
MOBILE  STATIONS 

In  the  matter  of  amendment  of  Parts 
2,  6,  7,  8,  9,  10,  11  and  16  of  the  Commis¬ 
sion’s  rules  to  reduce  separation  between 
assignable  frequencies  in  the  42-50  Me 


PROPOSED  RULE  MAKING 


DEPARTMENT  OF  AGRICULTURE  lished  in  the  May  21,  1958  daily  issue  of  in  connection  with  this  proposal  should 

the  Federal  Register  (23  F.  R.  3432)  in  file  the  same  with  the  Deputy  Admin- 

Commodity  Stabilization  Service  the  following  respect:  istrator,  Production  Adjustment,  Com- 

r  7  CFR  Port  717  1  By  changing  the  hour  for  closing  the  modity  Stabilization  Service,  U.  S.  De- 

i  f  v.i-k  ran  t  r  j  polls  on  the  date  fixed  for  holding  a  ref-  partment  of  Agriculture,  Washington  25, 

Holding  of  Referenda  on  Marketing  erendum  on  marketing  quotas  from  7  D.  C.  within  10  days  after  the  date  of 

Quotas  o  clock  p.  m.,  local  time  to  6  o’clock  p.  m.,  the  publication  of  this  notice  in  the  Fed- 

local  time.  The  last  sentence  of  §  717.5  Pn,»  d 

NOTICE  OF  PROPOSED  ROLE  MAKING  wou,d  ^  amended  to  read  as  foUows;  ROISTER. 

Notice  is  hereby  given  that  the  Secre-  “The  polls  shall  be  closed  at  6  o’clock  Done  at  Washington,  D.  C.,  this  15th 
tary  of  Agriculture,  pursuant  to  the  au-  P.  m.,  local  time,  or  such  later  hour  as  day  of  August  1958. 
thority  contained  in  the  applicable  pro-  is  fixed  by  the  State  committee  in  order  /  r •«  r  „  T  M 
visions  of  the  Agricultural  Adjustment  to  afford  a  full  and  fair  opportunity  to  .  .. 

Act  of' 1938,  as  amended,  7  U.  S.  C.,  1281  producers  to  vote,  on  the  date  for  hold-  _ 

et  seq.,  is  considering  amending  the  reg-  ing  the  referendum.”  Commodity  Stabilization  Service. 

ulations  governing  the  holding  of  the  All  persons  who  desire  to  submit  writ-  [F.  R.  Doc.  58-6756:  Filed,  Aug.  20,  1958; 
referenda  on  marketing  quotas  as  pub-  ten  data,  views,  and  recommendations  8:56  a.  m.] 


NOTICES 


department  of  the  interior  amended  by  Amendment  No.  15,  dated  These  appointments  are  to  become  ef- 

May  16, 1958, 1  hereby  appoint  the  Oper-  fective  September  1, 1958. 

Bureau  of  Land  Management  ations  Supervisors  of  the  Anchorage  The  Operations  Supervisors  are  au- 

Alaska  Land  District,  the  Fairbanks  Land  Dis-  thorized  to  take  all  actions  as  provided 

trict,  and  the  Juneau  Land  District,  as  undervsection  11  of  the  act  of  March  3, 

appointment  of  townsite  trustees  Townsite  Trustees  and  Superintendents  1891  (26  Stat.  1095,  1099;  48  U.  S.  C. 

Pursuant  to  section  1.9  (s)  of  Bureau  of  Sales  for  the  Alaska  Railroad  Town-  355),  the  act  of  May  25,  19261  (44  Stat. 

of  Land  Management  Order  No.  541,  as  sites  for  their  respective  Land  District.  629;  48  U.  S.  C.  355a-355d),  the  act  of 


NOTICES 


6456 

February  26, 1948  (62  Stat.  35;  48  U.  S.  C. 
355e)  and  the  act  of  March  12,  1914  (38 
Stat.  305;  48  U.  S.  C.  301,  302,  303-308). 

J.  M.  Honeywell, 

Area  Administrator, 
Area  4,  Alaska. 

IP.  R.  Doc.  58-6713;  Piled,  Aug.  20,  1958; 
8.45  a.  m.  J 


/  [79313] 

Michigan 

NOTICE  OF  FILING  OF  PLAT  OF  SURVEY  AND 
ORDER  PROVIDING  FOR  OPENING  OF  PUBLIC 
LANDS 

August  15,  1958. 

Plats  of  Survey  of  the  lands  (Islands) 
described  below,  accepted  March  26, 
1958,  will  be  officially  filed  in  the  East¬ 
ern  States  Land  Office,  Bureau  of  Land 
Management,  Department  of  the  In¬ 
terior,  Washington  25,  D.  C.,  effective 
10:00  a.  m.,  on  September  24,  1958. 

Michigan  Meridian,  Michigan 

T.  8  N.,  R.  5  E., 

Sec.  8,  Lot  7,  0.11  acre; 

Sec.  10,  Lot  6,  0.53  acre; 

Sec.  15,  Lot  15,  5.51  acres; 

Lot  16, 1.57  acres; 

Lot  17,  0.16  acre; 

Lot  18, 0.04  acre; 

Sec.  22,  Lot  9,  0.54  acre; 

Sec.  26,  Lot  6, 1.63  acres; 

Sec.  34,  Lot  3, 1.36  acres; 

Sec.  35,  Lot  5, 1.36  acres. 

f  These  plats  represent  the  survey  of 
Islands  in  the  Flint  River  which  was 
not  included  in  the  original  survey  as 
shown  by  plat  approved  in  1822. 

The  islands  in  T.  8  N.,  R.  5  E.  are  up¬ 
land  in  character,  reaching  approxi¬ 
mately  3  to  10  feet  above  normal  water 
level  but  subject  to  overflow  during  ex¬ 
treme  high  water.  Timber  species  con¬ 
sist  principally  of  box  elder,  elm,  maple, 
and  willow.  Further  detail  as  to  timber 
and  characteristics  of  these  islands  is 
given  in  the  field  notes  of  this  survey. 
The  islands  designated  as  lots  17  and  18, 
sec.  15,  and  lot  7,  sec.  3,  are  not  high 
enough  to  prevent  frequent  overflowing 
and  are  considered  overflow  in  character. 
The  others  are  high  enough  to  be  con¬ 
sidered  upland  in  character.  Soil  is 
sandy  black  loam.  w 
No  application  may  be  allowed  under 
the  homestead  or  small  tract  or  any 
other  nonmineral  public  land  laws  un¬ 
less  the  lands  have  already  been  classi¬ 
fied  as  valuable  or  suitable  for  such  type 
of  application  or  shall  be  so  classified 
upon  consideration  of  an  application. 
Any  application  that  is  filed  will  be  con¬ 
sidered  on  its  merit.  The  lands  will  not 
be  subject  to  occupancy  or  disposition 
until  they  have  been  classified. 

Applications  and  selections  under  non¬ 
mineral  public  land  laws  and  applica¬ 
tions  and  offers  under  the  mineral  leas¬ 
ing  laws  may  be  presented  to  the  Man¬ 
ager,  mentioned  feelow,  beginning  on  the 
date  of  this  order.  Such  applications, 
selections,  and  offers  will  be  considered 
as  filed  on  the  hour  and  respective  dates 
shown  for  the  various  classes  enumer¬ 
ated  in  the  following  paragraphs: 

1.  Applications  by  persons  having 
prior  existing  valid  settlement  rights. 


preference  rights  conferred  by  existing 
laws,  or  equitable  claims  subject  to  al¬ 
lowance  and  confirmation  will  be  adjudi¬ 
cated  on  the  facts  presented  in  support 
of  each  claim  or  right.  All  applications 
presented  by  persons  other  than  those 
referred  to  in  this  paragraph  will  be  sub¬ 
ject  to  the  applications  and  claims  men¬ 
tioned  in  this  paragraph. 

2.  All  valid  applications,  under  the 
Homestead  and  Small  Tract  Laws,  by 
qualified  veterans  of  World  War  II  or 
of  the  Korean  conflict,  and  by  others 
entitled  to  preference  rights  under  the 
act  of  September  27,  1944  (58  Stat.  747; 
43  U.  S.  C.  274-284  as  amended),  pre¬ 
sented  prior  to  10:00  a.  m.,  on  Septem¬ 
ber  24,  1958,  will  be  considered  as  simul¬ 
taneously  filed  at  that  hour.  Rights 
under  such  preference  right  applications 
filed  after  that  hour  and  before  10:00 
a.  m.,  on  December  24,  1958,  will  be  gov¬ 
erned  by  the  time  of  filing. 

3.  All  valid  applications  and  selections 
under  the  nonmineral  public  land  laws, 
other  than  those  coming  under  para¬ 
graph  (1)  and  (2)  above,  and  applica¬ 
tions  and  offers  under  the  mineral  leas¬ 
ing  laws,  presented  prior  to  10:00  a.  m., 
on  December  24,  1958,  will  be  considered 
filed  simultaneously  at  that  hour. 
Rights  under  such  applications  and  se¬ 
lections  filed  after  that  hour  will  be  gov¬ 
erned  by  the  time  of  filing. 

All  inquiries  relating  to  the  lands 
should  be  addressed  to  the  Manager, 
Eastern  States  Land  Office,  Bureau  of 
Land  Management,  Department  of  the 
Interior,  Washington  25,  D.  C. 

H.  K.  Scholl, 

Manager. 

[F.  R.  Doc.  58-6718;  Filed,  Aug.  20,  1958; 

8:47  a.  m.] 


Alaska 

NOTICE  OF  PROPOSED  WITHDRAWAL  AND 
RESERVATION  OF  LANDS 

The  Department  of  the  Air  Force  has 
filed  an  application,  Serial  Number 
A.044493  for  the  withdrawal  of  the  lands 
described  below,  from  all  forms  of  appro¬ 
priation  under  the  public  land  laws,  in¬ 
cluding  the  mining  and  mineral  leasing 
laws.  The  applicant  desires  the  land  for 
classified  military  purposes,  however,  a 
public  road  from  Knik  Bridge  to  Lake 
George  crossing  the  area  will  be  per¬ 
mitted  any  time  after  three  years. 

For  a  period  of  60  days  from  the  date 
of  publication  of  this  notice,  all  persons 
who  wish  to  submit  comments,  sugges¬ 
tions,  or  objections  in  connection  with 
the  proposed  withdrawal  may  present 
their  views  in  writing  to  the  undersigned 
officer  of  the  Bureau  of  Land  Manage¬ 
ment,  Department  of  the  Interior,  An¬ 
chorage  Operations  Office,  Mailing  Ad¬ 
dress:  131  5th  Avenue;  Location  744  4th 
Avenue,  Anchorage,  Alaska. 

If  circumstances  warrant  it,  a  public 
hearing  will  be  held  at  a  convenient  time 
and  place,  which  will  be  announced. 

The  determination  of  the  Secretary  on 
the  application  will  be  published  in  the 
Federal  Register.  A  separate  notice  will 
be  sent  to  each  interested  party  of  record. 


_  The  lands  involved  in  the  application 
are: 

Pioneer  Peak  Area 

Commencing  at  a  point  which  heart  H 
16°  W.,  4,000  feet,  more  or  less,  from  U.  8.  c* 
&  G.  S.  "Ledge”  near  the  south  bank  of  tht 
Knik  River  (Lat.  61°28'26.875"  N,  Lone 
148°52'32.486"  W.),  said  Point  of  Beginning 
being  at  the  mean  high  water  line  onth# 
south  side  of  said  Knik  River,  thence  8 
45° 00'  W.,  5,000  feet  more  or  less;  thence  V 
45°00'  W.,  6,000  feet  more  or  less;  thence  N 
45° 00'  E.,  4,500  feet  nyore  or  less;  to  a  point 
on  the  mean  high  water  line  on  south  side  of 
6aid  river;  thence  following  said  m.  h.  w.  line 
6,926  feet,  more  or  less,  in  a  southeasterly 
direction  to  the  point  of  beginning. 

Containing  749  acres,  more  or  less. 

L.  T.  Main, 

Operations  Supervisor,  Anchorage. 

[F.  R.  Doc.  68-6719;  Filed,  Aug.  20,-1958; 

8:47  a.  m.] 


DEPARTMENT  OF  COMMERCE 

Federal  Maritime  Board 

Lyres  Bros.  Steamship  Co.,  Inc. 

NOTICE  OF  APPLICATION  AND  HEARING 

Notice  is  hereby  given  that  Lykes  Bros. 
Steamship  Co.,  Inc.  has  filed  application 
for  increase  in  the  maximum  number  of 
subsidized  sailings  under  its  Operating- 
Differential  Subsidy  Agreement  from  52 
subsidized  sailings  per  year  to  56  subsi¬ 
dized  sailings,  for  the  calendar  year  1958 
only,  in  its  Line  C  Service  on  Trade 
Route  No.  13  between  U.  S.  Gulf  and 
South  Atlantic  ports  and  ports  in  the 
Mediterranean  and  Black  Seas;  with  the 
proviso  that  in  no  event  shall  total  subsi-  ' 
dized  sailings  exceed  the  aggregate  con¬ 
tract  maximum  for  all  of  its  subsidized 
services. 

A  public  hearing  will  be  held  under 
section  605  (c)  of  the  Merchant  Marine 
Act,  1936,  as  amended,  upon  the  afore¬ 
mentioned  application,  should  any  per¬ 
son,  firm,  or  corporation  having  a  mate¬ 
rial  interest  in  said  application  file  with 
the  Secretary,  Federal  Maritime  Board, 
by  close  of  business  on  September  5, 1958, 
any  protest,  in  writing  in  triplicate  with 
a  full  and  complete  statement  of  the  rea¬ 
sons  for  his  objections,  and  request  for 
hearing  under  section  605  (c) . 

The  purpose  of  the  hearing,  should 
one  be  held,  will  be  to  receive  evidence 
relevant  to  the  following:  (1)  Whether 
the  application  with  respect  to  the  oper¬ 
ations  hereinabove  described  is  one  with 
respect  to  a  vessel  or  vessels  to  be  op¬ 
erated  on  a  service,  route,  or  line,  served 
by  citizens  of  the  United  States  which 
would  be  in  addition  to  the  existing 
service  or  services,  and,  if  so,  whether 
the  service  already  provided  by  vessels  of 
United  States  registry  in  such  service, 
route,  or  line  is  inadequate,  and  in  the 
accomplishment  of  the  purposes  and 
policy  of  the  act,  additional  vessels 
should  be  operated  thereon;  (2)  whether 
the  application  covering  the  aforesaid 
operation  is  one  with  respect  to  a  vessel 
operated  or  to  be  operated  in  a  service, 
route  or  line  served  by  two  or  more  citi¬ 
zens  of  the  United  States  with  vessels  of 
United  States  registry,  and  if  so,  whether 
the  effect  of  such  an  agreement  would  be 
to  give  undue  advantage  or  be  unduly 


FEDERAL  REGISTER 


6457 


Thursday ,  August  21 ,  1958 

nreiudicial  as  between'  citizens  of  the 
Tjnited  States  in  the  operation  of  vessels 
In  competitive  services,  routes,  or  lines; 
and  (3)  whether  it  is  necessary  to  enter 
into  an  agreement  covering  these  opera¬ 
tions  in  order  to  provide  adequate  serv¬ 
ice  by  vessels  of  United  States  registry. 

If  no  request  for  hearing  and  petition 
for  leave  to  intervene  is  received  within 
the  specified  time,  or  if  the  Federal 
Maritime  Board  determines  that  peti¬ 
tions  to  intervene  filed  within  the  speci¬ 
fied  time  do  not  demonstrate  sufficient 
interest  to  warrant  a  hearing,  the  Fed¬ 
eral  Maritime  Board  will  take}  such  ac¬ 
tion  as  may  be  deemed  appropriate. 

Dated:  August  18,  1958. 

By  order  of  the  Federal  Maritime 
Board. 

[seal]  James  L.  Pimper, 

Secretary. 

[P  R  Doc.  58-6742;  Piled,  Aug.  20,  195P* 
.  8:53  a.  m.] 


Office  of  the  Secretary 

Howard  C.  Holmes 

STATEMENT  OF  CHANGES  IN  FINANCIAL 
INTERESTS 

In  accordance  with  the  requirements 
of  section  710  (b)  (6)  of  the  Defense  Pro¬ 
duction  Act  of  1950,  as  amended,  ,and 
Executive  Order  10647  of  November  28, 
1955,  the  following  changes  have  taken 
place  in  my  financial  interests  as  re¬ 
ported  in  the  Federal  Register  of  Febru¬ 
ary  20,  1957,  22  F.  R.  1045;  August  7, 

1957,  22  F.  R.  6303;  February  11,  1958, 
23  F.  R.  881: 

A.  Deletions:  No  change. 

B.  Additions :  No  change. 

This  statement  is  made  as  of  July  29, 

1958.  — - 

Dated:  July  31, 1958. 

Howard  C.  Holmes. 

[P.  R.  Doc.  58-6743;  Filed,  Aug.  20,  1958; 
8:53  a.  m.J 


Wallace  H.  Adamson 

STATEMENT  OF  CHANGES  IN  FINANCIAL 
INTERESTS 

In  accordance  with  the  requirements 
of  section  710  (b)  (6)  of  the  Defense 
Production  Act  of  1950,  as  amended,  and 
Executive  Order  10647  of  November  28, 
1955,  the  following  changes  have  taken 
place  in  my  financial  interests  as  re¬ 
ported  in  the  Federal  Register  of  Feb¬ 
ruary  20,  1957,  22  F.  R.  1044;  August  7, 

1957,  22  F.  R.  6303;  February  19,  1958, 
23  F.  R.  1100: 

A.  Deletions:  No  change. 

B.  Additions :  No  change. 

This  statement  is  made  as  of  July  30, 

1958. 

\  Dated:  August  4, 1958. 

Wallace  H.  Adamson. 

[F.  R.  Doc.  58-6744;  Piled,  Aug.  20,  1958; 
8:53  a.  m.] 

No.  164 - 8 


Carl  O.  Friend  - 

STATEMENT  OF  CHANGES  IN  FINANCIAL 
INTERESTS 

In  accordance  with  the  requirements 
of  section  710  (b)  (6)  of  the  Defense 
Production  Act  of  1950,  as  amended,  and 
Executive  Order  10647  of  November  28, 
1955,  the  flowing  changes  have  taken 
place  in  my  financial  interests  as  re¬ 
ported  in  the  Federal  Register  of  Feb¬ 
ruary  20,  1957,  22  F.  R.  1044;  August  14, 
1957,  22  F.  R.  6530;<  February  11,  1958, 
23  F.  R.  881: 

A.  Deletions:  No  change. 

B.  Additions:  No  change.  ^ 

This  statement  is  made  as  of  August 
1,  1958. 

Dated:  August  1,  1958. 

Carl  O.  Friend. 

[P.  R.  Doc.  58-6745;  Filed,  Aug.  20,  1958; 
8:54  a.  m.] 


John  J.  Stahl 

STATEMENT  OF  CHANGES  IN  FINANCIAL 
INTERESTS 

In  accordance  with  the  requirements 
of  section  710  (b)  (6)  of  the  Defense 
Production  Act  of  1950,  as  amended,  and 
Executive  Order  10647  of  November  28, 
1955,  the  following  changes  have  taken 
plate  in  my  financial  interests  as  re¬ 
ported  in  the  Federal  Register  of 
August  21, 1957,  22  F.  R.  6723-24;  Febru¬ 
ary  26,  1958,  23  F.  R.  1201; 

A.  Deletions:  No1' change. 

B.  Additions:  No  change. 

This  statement  is  made  as  of  August 
1,  1958. 

Dated:  August  6,  1958. 

John  J.  Stahl. 

[F.  R.  Doc.  58-6746;  Piled,  Aug.  20,  1958; 
8:54  a.  m.] 


,  Donald  E.  Stewart 

STATEMENT  OF  CHANGES  IN  FINANCIAL 
INTERESTS 

In  accordance  with  the  requirements 
of  section  710  (b)  X6)  of  the  Defense 
Production  Act  of  1950,  as  amended,  and 
Executive  Order  10647  of  November  28, 
1955,  the  following  changes  have  taken 
place  in  my  financial  interests  as  re¬ 
ported  in  the  Federal  Register  of 
February  26,  1958,  23  F.  R.  1201. 

A.  Deletions:  No  change. 

B.  Additions:  No  change. 

This  statement  is  made  as  of  August 
12,1958. 

Dated:  August  12,  1958. 

,  Donald  E.  Stewart. 

[F.  R.  Doc.  58-6747;  Filed,  Aug.  20,  1958; 
8:54  a.  m.J 


Henry  Q.  Kingham 

STATEMENT  OF  CHANGES  IN  FINANCIAL 
INTERESTS 

In  accordance  with  the  requirements 
of  section  710  (b)  (6)  of  the  Defense 
Production  Act  of  1950,  as  amended,  and 
Executive  Order  10647  of  November  28, 
1955,  the  following  changes  have  taken 
place  in  my  financial  Interests  as  re¬ 
ported  in  the  Federal  Register  of  March 
5,  1958,  23  F.  R.  1577: 

A.  Deletions:  No  change. 

B.  Additions:  No  change. 

This  statement  is  made  as  of  August 
12,  1958.  « 

Dated:  August  12,  1958. 

Henry  G.  Kingham.  _ 

[P.  R.  Doc.  58-6748;  Filed.  Aug.  20,  1958; 
8:54, a.  m.] 


FEDERAL  COMMUNICATIONS 
COMMISSION 

[Docket No.  12517]  ' 

FM  Broadcast  Stations 

ORDER  EXTENDING  TIME  FOR  FILING 
COMMENTS 

In  the  matter  of  inquiry  into  amend¬ 
ment  of  Parts  2,  3,  and  4  of  the  Commis¬ 
sion’s  rules  and  regulations  and  the 
Standards  of  Good  Engineering  Practice 
concerning  FM  broadcast  stations  to  per¬ 
mit,  FM  broadcast  stations  to  engage  in 
specified  non-broadcast  activities  on  a 
multiplex  basis. 

1.  The  Commission  has  before  it  for 
consideration  two  requests,  filed  on 
August  7,  1958,  by  the  Institute  of  High 
Fidelity  Manufacturers,  Inc.,  New  York 
City,  and  on  August  14, 1958,  by  General 
Electronic  Laboratories,  Inc.,  Cambridge, 
Massachusetts,  for  an  extension  of  time 
to  file  comments  in  response  to  the  No¬ 
tice  of  Inquiry  released  by  the  Commis¬ 
sion  on  July  8, 1958*  in  the  above-entitled 
proceeding.  The  Institute  of  High  Fidel¬ 
ity  Manufacturers  requests  that  the  time 
for  comments  be  extended  from  Sep¬ 
tember  2,  1958,  to  January  5,  1959,  and 
General  Electronic  Laboratories  requests 
that  it  be  extended  to  October  2, 1958. 

2.  The  Institute  of  High  >  Fidelity 

Manufacturers  states  that  the  additional 
time  requested  is  needed  to  permit  com¬ 
pilation  and  preparation  of  material 
which  it  wishes  to  submit.  General 
Electronic  Laboratories  states  that,  be¬ 
cause  of  vacation  schedules,  it  is  unable 
to  complete  its  field  measurement  studies  - 
on  multiplex  operation  and  to  file  engi-  ! 
neering  data  by  September  2,  1958,  when 
comments  are  due.  ^ 

3.  In'vifew  of  the  representations  of  the 
petitioners,  the  Commission  believes  that 
the  public  interest  would  be  served  by  ex¬ 
tending  the  time  for  filing  comments  on 
its  Notice  of  Inquiry  in  Che  above-entitled 
proceeding.  1  However,  the  Commission 
believes  that  a  30-day  extension  will  af-  v 
ford  all  interested  parties  sufficient  time 
for  preparing  and  filing  such  comments. 

4.  In  view  of  the  foregoing:  It  is  or¬ 
dered,  That  the  aforesaid  request  of  the 
General  Electronic  Laboratories,  Inc.,  is 
granted;  that  the  aforesaid  request  of 
the  Institute  of  High  Fidelity  Manufac¬ 
turers,  Inc.,  is  granted,  in  part;,  and  that 


NOTICES 


[Change  List  No.  1/58  (Rev.)  ] 

Dominican  Republic  Broadcasting 
Stations  . 

NOTIFICATION  OF  NEW  STATIONS,  CHANGES 
OR  DELETIONS  OF  EXISTING  STATIONS 

July  15,  1958. 

Notification  of  new  Dominican  Repub¬ 
lic  Broadcasting  Stations,  an^  of  changes 
in  or  deletions  of  existing  stations,  made 
in  conformity  with  Part  HI,  section  n,  of 
the  North  American  Regional  Broad¬ 
casting  Agreement,  Washington,  D.  C. 


the  time  for  filing  comments  on  the  No¬ 
tice  of  Inquiry  in  the  above -entitled 
proceeding  is  extended  from  September 
2.  1958,  to  October  2,  1958. 

Adopted:  August  15, 1958. 

Released:  August  18,  1958. 

Federal  Communications 
Commission, 

[seal]  Mary  Jane  Morris, 

Secretary. 

IP.  R.  Doc.  58-6750;  Piled,  Aug.  20,  1958; 
8:55  a.  m.  j 


Dominican  Republic  Broadcasting  Stations 


Expected  date 
of  commence¬ 
ment.  of 
operation 


Call  letters 


Location 


Power,  kw 


Schedule 


Antenna 


Class 


IS  10  kilocycles 


Puerto  Plata  70°40'  W.,  19°27'  N, 
(New). 


HJ,0  kilocycles 


H19T. 


Monsenor  Nouel  70°25'  W.,  18°56' 
N.  (New). 


11,50  kilocycles 


Santiago  70°42'  W„  19°27'  N. 
(Previously  1310  kilocycles.) 


FCC  Note:  The  information  in  this  list,  according  to  the  Inter-American  Radio  Office 
letter  of  transmittal,  cancels  that  shown  in  Dominican  Republic  Change  List  No.  1/58,  dated 
February  2,  1958.  -/ 

,  Federal  Communications  Commission, 

[seal]  Mary  Jane  Morris, 

Secretary. 

[P.  R.  Doc.  58-6752;  Piled,  Aug.  20,  1958;  8:55  a.  m.J 


_  [Change  List  No.  2/58] 

Dominican  Republic.  Broadcasting  Stations 

NOTIFICATION  OF  NEW  STATIONS,  CHANGES  OR  DELETION  OF  EXISTING  STATIONS 

July  23,  1958. 

Notification  of  new  Dominican  Republic  broadcasting  stations,  and  of  changes  in 
or  deletions  of  existing  stations,  made  in  conformity  with  Part  III,  section  II,  of  the 
North  American  Regional  Broadcasting  Agreement,  Washington,  D.  C. 

Dominican  Republic  Broadcasting  Stations 


Expected  date 
of  commence¬ 
ment  of 
operation 


Call  letters 


Location 


Schedule 


Class 


Antenna 


910  kilocycles 


C.  Trujillo  69°  18'  W.  1S°28'  N, 
(New). 


980  kilocycles 


Santiago  70° 42'  W.  19°27'  N, 
(New). 


HIS  A 


ItiO  kilocycles 


C.  Trujillo  69°  18'  W 
(delete). 

Santiago  70°42'  W, 
(delete). 


[SEAL] 


HI1N. 


ItSO  kilocycles 


[P.  R.  Doc.  58-6751;  Filed, 
8:55  a.  m.] 


C.  Trujillo  69°  18'  W.  18°28'  N. 
(change  in  location  from  Bara- 
honaj. 


II 13  A. 


lgy)  kilocycles 


OFFICE  OF  DEFENSE  AND 
CIVILIAN  MOBILIZATION 


S.  P.  Maeoris  69°18'  W.  18°27'  N. 
'  (new). 


1100  kilocycles 


Arkansas 

AMENDMENT  TO  NOTICE  OF  MAJOR  DISASW 

Notice  of  Major  Disaster,  published 
June  26,  1958,  for  the  State  or  Arkansas 
(23  F.  R.  4706)  is  hereby  amended  to 
include  the  following  among  those  coun- 


C.  Trujillo  69°  18'  W.  18°28'  N. 
(previously  1400  kilocycles). 


1000  kilocycles 


Santiago  70°42'  W.  19°27'  N.  (new) 


Federal  Communications  Commission, 
Mary  Jane  Morris,  n 
Secretary.  . 

[F.  R.  Doc.  58-6753;  Piled,  Aug.  20,  1958;  8:55  a.  m  ] 


[SEAL] 


ties  determined  to  have  been  adversely 
affected  by  the  catastrophe  declared  a 
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S-  "  v 


maior  disaster  by  the  President  in  his 
declaration  of  May  15.1958: 


Clark. 

Dallas. 

paulkncr. 

Grant. 

Jackson. 

Lafayette. 

Lawrence. 

Little  River. 

Lonoke. 


Mississippi. 

Montgomery. 

Pike. 

Pope. 

Pulaski. 

Sharp. 

Van  Buren.  * 
White. 


Dated:  August 8, 1958. 


f.  Leo  A.  Hoegh,  / 
Director. 


(F  R.  Doc.  68-6710;  Piled.  Aug.  20.  1958; 
1  '  8:45  a.  m.] 


pended  and  the  use  thereof  deferred  as 
hereinafter  ordered. 

(2)  It  is  necessary  and  proper  in  the 
public  interest  in  carrying  out  the  pro¬ 
visions  of  the  Natural  Gas  Act  that  Re¬ 
spondent’s  proposed  increased  rates  be 
made  effective  as"  hereinafter  provided 
and  that  Respondent  be  required  to  file 
an  undertaking  as  hereinafter  ordered 
and  conditioned. 

The  Commission  orders: 

(A)  Pursuant  to  the  authority  of  the 
Natural  Gas  Act,  particularly  sections  4 
and  15  thereof,  the  Commission’s  rules  of 
practice  and  procedure,  and  the  regula¬ 
tions  under  the  Natural  Gas  Act  (18  CFR 
Ch.  I) ,  a  public  hearing  be  held  upon  a 
date  to  be  fixed  by  notice  from  the  Secre- 


feoeral  power  commission 


[Docket  No.  G— 15858 j '  contained  in  the  above-designated  sup- 

Republic  Natural  Gas  Co.  "  g^ents  to  Respondent's  FPC  Gas^Rate 

Schedules. 


ORDER  FOR  HEARING,  SUSPENDING  PROPOSED 

CHANGES  IN  RATES,  AND  ALLOWING  IN¬ 
CREASED  RATES  TO  BECOME  EFFECTIVE 

August  15, 1958. 

Republic  Natural  Gas  Company  (Re¬ 
spondent)  on  July  23,  1958,  tendered  for 
filing  proposed  changes  in  its  presently 
effective  rate  schedules  for  sales  of  nat¬ 
ural  gas  subject  to  the  jurisdiction  of 
the  Commission.  The  proposed  changes, 
which  constitute  increased  rates  and 
charges,  are  contained  in  the  following 
designated  filings: 

Description:  Notices  of  Change,  undated. 

Purchaser:  Afkansas  Louisiana  Gas  Com¬ 
pany. 

Rate  schedule  designation:  (1)  Supple¬ 
ment  No.  2  $o  Respondent’s  FPC  Gas  Rate 
Schedule  No7  20.  (2)  Supplement  No.  5  to 

Respondent’s  FPC  -Gas  Rate  Schedule  No. 

22.  < 

Effective  dates  August  1,  1958  (effective 
date  is  the  date  proposed  by  Respondent). 

The  increased  rate (s)  andcharge(s)  so 
proposed  are  intended  to  reflect  (in 
whole  or  in  part)  the  additional  “excise, 
license,  or  privilege  tax”  of  one  cent  pter 
Mcf  levied  by  the  State  of  Louisiana  pur¬ 
suant  to  Act  No.  8  of  1958  (House  Bill  No. 
303),  as  approved  on  June  16,  1958, 
amending  Title  47  of  the  Louisiana  Re¬ 
vised  Statutes  of  1950.  The  Commission 
is  advised  that  litigation  is  being  insti¬ 
tuted  to  challenge  the  constitutionality 
of  the  said  Act  No.  8  of  1958.  In  consid¬ 
eration  of  this  fact,  and  in  order  to 
assure  appropriate  refund  in  the  event 
said  Act  No.  8  of  1958  should  be  declared 
unconstitutional  or  otherwise  held  ih- 
vafid  by  final  judicial  decision,  it  is 
deemed  advisable  to  suspend  the  said 
proposed  increased  rates  and  charges 
until  August  2,  1958,  and  thereafter  to 
permit  them  to  become  effective  as  of 
that  date:  Provided,  That  within  20  days 
from  the  date  of  this  order  Respondent 
-  shall  file  with  the  Secretary  of  the  Com¬ 
mission  an  appropriate  undertaking  to 
assure  such  rfefund  as  may  be  ordered. 

The  Commission  finds : 

(1)  It  is  necessary  and  proper  in  the 
public  interest  and  to  aid  in  the  enforce¬ 
ment  of  the  provisions  of  the  Natural 
Gas  Act  that  the  Commission 'enter  upon 
a  hearing  concerning  the  lawfulness  of 
the  said  proposed  changes,  and  that  the 
*  above-designated  supplements  be  sus- 


(B)  Pending  such  hearing  and  deci¬ 

sion  thereon,  said  supplements  are  each 
hereby  suspended  and  the  use  thereof 
deferred  until  August  2,  1958,  and  until 
such  further  time  as  each  is  made  effec¬ 
tive  in  the  manner  hereinafter  pre¬ 
scribed.  / 

(C)  The  rate(s) ,  charge (s) ,  and  classi¬ 
fication^)  set  forth  in  the  above-desig¬ 
nated  supplements  to  Respondent’s  FPC 
Gas  Rate  Schedules  shall  be  effective  as 
of  August  2,  1958:  Provided,  however. 
That  within  20  days  from  the  date  of  this 
order,  Respondent  shall  execute  and  file 
with  the  Secretary  of  the  Commission 
the  agreement  and  undertaking  de¬ 
scribed  in  paragraph  (E)  below. 

(D)  Respondent  shall  refund  at  such 
times  and  in  such  amounts  to  the  persons 
entitled  thereto,  and  in  such  manner  as 
may  be  required  by  final  order' of  the 
Commission,  the  difference  between  the 
presently  effective  rates  and  charges  and 
the  proposed  increased  rates  and  charges  v 
hereby  allowed  to  become  effective  in  the 
event  the  additional  tax  of  one  cent  per 
Mcf  levied  by  the  State  of  Louisiana  is 
for  any  reason  held  to  be  invalid.  Should 
such  additional  tax  eventually  be  held 
invalid  and  the  State  of  Louisiana  makes 
refund,  with  interest,  of  the  tax  monies 
collected  pursuant  to  the  said  Act  No. 

8  of  1958,  then,  and  in  that  event,  a 
proportionate  part  of  the  interest  so  re¬ 
ceived  by  the  Respondent  herein  shall 
be  passed  on  and  paid  to  the  persons 
entitled  thereto  at  such  times  and  in 
such  amounts,  and  in  such  manner  as 
may  be  required  by  final  order  of  the 
Commission.  Respondent  shall  bear  all 
costs  of  any  such  refunding;  shall  keep 
accurate  accounts  in  detail  of  all 
amounts  received  by  reason  of  the  in¬ 
creased  rates  or  charges  allowed  by  this 
order  to  become  effective,  for  each  bill¬ 
ing  period,  specifying  by  whom  and  in 
whose  behalf  such  amounts  were  paid; 
and  shall  report  (original  and  four 
copies),  in  writing,  and  under  oath,  to 
the  Commission  quarterly,  or  monthly  if 
Respondent  so  elects,  for  each  billing 
period,  afid  for  each  purchaser,  the  bill¬ 
ing  determinants  of  natural  gas  sales  to 
such  purchasers  and  the  revenues  re¬ 
sulting  therefrom,  as  computed  under 
the  rates  in  effect  immediately  prior  to 
the  date  upon  which  the  increased  rates 


allowed  by  this  order  become  effective, 
and  under  the  rates  allowed  by  this  order 
to  become  effective,  together  with  the 
differences  in  the  revenues  so  computed. 

(E)  As  a  condition  of  this  order,  with¬ 
in  20  days  from  the  date  of  issuance 
thereof,  Respondent  shall  execute  and 
file  in  triplicate  with  the  Secretary  of 
this  Commission  its  written  agreement 
and  undertaking  to  comply  with  the 
terms  of  paragraph  (D)  hereof,  signed 
by  a  responsible  officer  of  the  corpora¬ 
tion,  evidenced  by  proper  authority  from 
the  board  of  directors,  and  accompanied 
by  a  certificate  showing  service  of  copies 
thereof  upon  all  purchasers  under  the 
rate  schedule  involved,  as  follows: 

Agreement  and  Undertaking  erf _ _ _ _ 

To  Comply  With  the  Terms  and  Conditions 
of  Paragraph  (D)  of  Federal  Power  Com¬ 
mission’s  Order  Making  Effective  Proposed 
Rate  Changes 

In  conformity  with  the  requirements  of 

the  order  issued _ _  in  Docket  No. 

G- — _ _  hereby  agrees  and  under¬ 

takes  to  comply  with  the  terms  and  condi¬ 
tions  of  paragraph  (D)  of  said  order,  and 
has  caused  this  agreement  and  undertaking 
to  be  executed  and  sealed  in  its  name  by 
its  officers,  thereupon  duly  authorized  in 
accordance  with  the  terms  of  the  resolution 
of  its  board  of  directors,  a  certified  copy  of 
which  is  appended  “hereto  this _ _  day  of 


By 

Attest : 


7  (Secretary)  v 

Unless  Respondent  is  advised  to  the  con¬ 
trary  within  15  days  after  the  date  of 
filing  such  agreement  and  undertaking, 
the  agreement  and  updertaking  shall  be 
deemed  to  have  been  accepted. 

(F)  If  Respondent  shall,  in  conformity 
with  the  terms  and  conditions  of  para¬ 
graph  (D)  of  this  order,  malte  the  re¬ 
funds  as  may  be  required  by  order  of 
the  Commission,  the  undertaking  shall 
be  discharged;  otherwise,  it  shall  remain 
in  full  force  and  effect. 

(G)  Neither  the  supplements  hereby 
suspended  nor  the  rate  schedules  sought 
to  be  altered  thereby  shall  be  changed 
until  the  period  of  suspension  has  ex¬ 
pired,  unless  otherwise  ordered  by  the 
Commission. 

(H)  Interested  State  commissions 
mfiy  participate  as  provided  by  §§1.8 
afid  1.37  (f)  of  the  Commission’s  rules 
of  practice  and  procedure  (18  CFR  1.8 
and  1.37  (f)). 

By  the  Commission. 

[seal]  Joseph  H.  Gutride, 

i  -  Secretary. 

[F.  R.  Doc.  58-6724;  Filed,  Aug.  20.  1958; 

8:49  a.  m.] 


[Docket  No.  G-15857] 

Crescent  Oil  &  Gas  Corp. 
order  for  hearing,  suspending  proposed 

CHANGE  IN  RATE,  AND  ALLOWING  IN¬ 
CREASED  RATE  TO  BECOME  EFFECTIVE 

August  15,  1958. 

Crescent  Oil  &  Gas  Corporation  (Re¬ 
spondent)  on  July  23’  1958,  tendered  for 
filing  a  proposed  change  in  its  presently 


NOTICES 


Description:  Notice  of  Change,  dated  July 
22.  1958. 

Purchaser :  Texas  Gas  Transmission  Corpo¬ 
ration. 

Rate  schedule  designation :  Supplement  No. 
2  to  Respondent’s  FPC  Gas  Rate  Schedule 
No.  1. 

Effective  date:  August  1,  1958  (effective 
date  is  the  date  proposed  by  Respondent). 

Note  :  The  remaining  text  of  this  docu¬ 
ment  is  identical  with  that  of  F.  R.  Doc. 
58-6724,  supra. 

By  the  Commission. 

[seal]  Joseph  H.  Gutride, 

Secretary. 

[F.  R.  Doc.  58-6727;  Filed,  Aug.  20,  1958; 
8:50  a.  m.J 


the  desires  of  the  various  non-signatory 
sellers.  The  petition,  if  granted,  would 
tend  to  splinter  into  a  heterogeneous 
mass  of  proceedings  that  which  the  vari. 
ous  parties  had  negotiated  into  an  ecoi 
nomic  and  functional  unit  and  which 
the  Commission  has  classified  as  a  sin. 
gle  jurisdictional  sale.  Sun  Oil  Co  v 
F.  P.  C.,  —  F.  2d  — ,  (CA5,  No.  16020* 
et  al.,  decided  May  9,  1958;  slipsheet 
pp.  11-12).  Midstates  Oil  Corp.,  etai* 
Dockets  Nos.  G-4932,  et  al.,  Op.  3l4f  ^ 
sued  July  23,  1958  (mimeo.  pp,  3-5)’. 

The  Commission  finds:  The  aforesaid 
petition  and  motion  filed  by  Hassie  Hunt 
should  be  denied  as  requesting  a  proce¬ 
dural  order  contrary  to  the  purpose  and 
intent  expressed  by  §  154.91  of  the  Cot 
mission’s  regulations  under  the  Natural 
Qas  Act. 

The  Commission  orders:  The  afore¬ 
said  petition  and  motion  of  Hassie  Hunt 
Trust,  filed  herein  on  June  19,  1958,  is 
hereby  denied. 

By  the  Commission  (Commissioner 
Hussey  not  participating). 

[seal]  Michael  J.  Farrell, 

Acting  Secretary , 

[F.  R.  Doc.  58-6720;  Filed,  Aug.  20,  196J; 

8:48  a.  m.J 


effective  rate  schedule  for  the  sale  of 
natural  gas  subject  to  the  jurisdiction  of 
the  Commission.  The  proposed  change, 
which  constitutes  an  increased  rate  and 
charge,  is  contained  in  the  following 
designated  filing: 

Description:  Notice  of  Change,  undated. 

Purchaser :  Transcontinental  Gas  Pipe  Line 
Corporation. 

.Rate  schedule  designation :  Supplement 
No.  2  to  Respondent’s  FPC  Gas  Rate  Sched¬ 
ule  No.  3. 

Effective  date:  August  1,  1958  (effective 
date  is  the  date  proposed  by  Respondent). 

Note  :  The  remaining  text  of  this  docu¬ 
ment  is  identical  with  that  of  F.  R.  Doc. 
58-6724,  supra. 

By  the  Commission. 

[seal]  Joseph  H.  Gutride, 

Secretary. 

[F.  R.  Doc.  58-6725;  Filed.  Aug.  20,  1958; 

'  8:49  a.  m.J 


[Docket  Nos.  G-9554.  G-11123,  G-11906, 

G-13472,  G- 13529  J 

Hassie  Hunt  Trust 

ORDER  DENYING  PETITION  FOR  ASSIGNMENT 
OF  DOCKET  NUMBERS  TO  CERTAIN  SALES 
AND  DENYING  MOTION  TO  CONSOLIDATE 

August  15,  1958. 

These  proceedings,  involving  the  in¬ 
creased  rates  and  charges  proposed  by 
Hassie  Hunt  Trust  (Hassie  Hunt)  in 
various  dockets,  were  consolidated  for 
hearing  by  order  issued  April  28,  1958. 

Pursuant  to  that  order  the  Commission 
entered  upon  a  public  .hearing  on  June 
30,  1958,  which  was  recessed  until  Sep¬ 
tember  30,  1958. 

On  June  19,  1958,  Hassie  Hunt  filed 
a  petition  requesting  that  the  Commis¬ 
sion  assign  docket  numbers  to  certain 
sales  of  natural  gas  produced  from  its 
leaseholds  under  sales  contracts,  to  ration  (Slick) 
which  it  is  not  a  signatory  party.1  Hassie 
Hunt’s  petition  also  moves  that  the 
Commission  consolidate  such  suggested 
riew  dockets  for  hearing  with  these 
proceedings.  ' 

In  support  of  its  petition  and  motion 
Hassie  Hunt  states  that  it  desires  to  con¬ 
solidate  all  of  its  interests  into  one  pro¬ 
ceeding  and  to  present  its  evidence  in 
one  record  in  order  to  save  the  time  and 
expense  of  intervention  in  other  dockets 
involving  the  operators  of  its  non-signa¬ 
tory  interests.  It  is  unable  to  do  so 
because  Hassie  Hunt  has  not  filed  rate 
schedules  with  the  Commission  to  cover 
the  aforementioned  two  so-called  non¬ 
signatory  sales.  The  filing  of  rate 
schedules  relating  to  non-signatory  in¬ 
terests  are  prohibited  by  the  Commis¬ 
sion’s  Order  No.  190,  set  forth  in  §  154.91 
of  the  Commission’s  regulations  under 
the  Natural  Gas  Act. 

The  granting  of  Hassie  Hunt’s  peti¬ 
tion  and  motion,  although  accomplishing 
a  consolidation  of  all  its  interests  into 
one  record,  would,  on  the  other  hand, 
result  in  a  severance  of  interests  and  of 
the  record  relating  to  the  respective  sales 
of  the  operators  of  the  various  unitized 
tracts.  The  respective  pipeline  buyers, 
would,  in  each  case,  be  subjected  to  ap¬ 
pearance  in  multiple  proceedings  to  suit 


[Docket  No.  G-15854J 
Charles  B.  Wrightsman 

ORDER  FOR  HEARING*  SUSPENDING  PROPOSED 
CHANGES  IN  RATES,  AND  ALLOWING  IN¬ 
CREASED  RATES  TO  BECOME  EFFECTIVE 

*  August  15,  1958. 

Charles  B.  Wrightsman  (Respondent) 
on  July  24  and  28,  1958,  tendered  for  fil¬ 
ing  proposed  changes  in  his  presently  ef¬ 
fective  rate  schedules  for  sales  of  natural 
gas  subject  to  the  jurisdiction  of  the 
Commission.  The  proposed  changes, 
which  constitute  increased  rates  and 
charges,  are  contained  in  the  following 
designated  filings: 

Description:  Notices  of  Change,  undated. 
Purchaser :  United  Gas  Pipe  Line  Company. 
Rate  schedule  designation:  (1)  Supple¬ 
ment  No.  1  to  Respondent’s  FPC  Gas  Rate 
Schedule  No.  3.  (2)  Supplement  No.  3  to 

Respondent’s  FPC  Gas  Rate  Schedule  No.  1. 

Effective  date:  August  1,  1958  (effective 
date  is  the  date  proposed  by  Respondent) . 

Note  :  The  remaining  text  of  this  docu¬ 
ment  is  identical  with  that  of  F.  R.  Doc. 
58-6724,  supra.  * 

By  the  Commission. 

[seal]  Joseph  H.  Gutride, 

Secretary, 

[F.  R.  Doc.  58-6726;  Filed,  Aug.  20,  1958; 
8:49  a.  m.J 


[Docket  No.  G-15856J. 

McIntyre  Oil  Co. 

ORDER  FOR  HEARING,  SUSPENDING  PROPOSED 
CHANGE  IN  RATE,  AND  ALLOWING  INCREASED 
RATE  TO  BECOME  EFFECTIVE 

August  15,  1958. 

McIntyre  Oil  Company  (Respondent) 
on  July  25, 1958*,  tendered  for  filing  a  pro¬ 
posed  change  in  its  presently  effective 
rate  schedule  for  the  sale  of  natural  gas 
subject  to  the  jurisdiction  of  the  Com¬ 
mission.  The  proposed  change,  which 
constitutes  an  increased  rate  and  charge, 
is  contained  in  the  following  designated 
filing: 


tween  Slick-Moo rman,  et  al.,  and  Ten¬ 
nessee,  previously  accepted  for  filing  as 
Geotek  Oil  Company,  et  al.,  FPC  Gas 
Rate  Schedule  No.  1. 

(2)  A  certificate  of  public  convenience 
and  necessity  authorizing  Slick,  Opera¬ 
tor,  et  al.,  to  continue  the  service  under 


1  Slick  files  for  itself  and  as  operator  for 
Newman  Brothers  Drilling  Company. 

*  "Et  al.”  parties  are  Geotek  Oil  Company 
(a  joint  venture  composed  of  Lewis  J.  Moor¬ 
man,  TYustee;  Frank  Gravis;  Tom  Slick;  O.  R. 
Mitchell;  H.  N.  Mallon;  William  H.  Danforth; 
Herbert  Grindal;  and  Bernard  E.  Smith)  and 
Newman  Brothers.  All  are  signatory  parti* 
to  the  contract  involved. 


1  The  cited  contracts  are  Humble  Oil  and 
Refining  Company’s  FPC  Gas  Rate  Schedule 
No.  41  and  Pan  American  Petroleum  Corpo¬ 
ration’s  FPC  Gas  Rate  Schedule  No.  32. 
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the  aforementioned  contract  proposed 
to  be  abandoned  by  Slick-Moorman,  et  al. 

Applicants  state  that  Slick-Moorman, 
t  with  the  exception  of  Newman 
Brothers,  conveyed  their  interests  in  the 
above-mentioned  contract  and  the  leases 
still  in  force  thereunder  to  Slick. 

Applicants  recite  further  that  Slick, 
through  the  assignment,  now  owns  75 
percent  of  the  working  interest  in  said 
leases  and  Newman  Brothers  25  percent, 
with  the  exception  of  one  lease, .  the 
Edward  Eisen  Lease,  in  which  Slick  owns 
37y2  percent  and  Newman  Brothers  12  % 
percent,  with  the  remaining  50  percent 
owned  by  a  third  party  and  not  subject 
to  the  contract  involved  herein. 

By  the  Commission’s  order  issued 
October  7,  1955,  In  the  Matters  of  Slick- 
Moorman  Oil  Company  et  al.,  Docket 
Nos.  3188,  et  al.,  Slick-Moorman,  et  al., 
were  granted  a  certificate  of  public  con¬ 
venience  and  necessity  in  Docket  No. 
G-3188  authorizing  the  sale  now  pro¬ 
posed  to  be  abandoned. 

This  matter  is  one  that  should  be  dis¬ 
posed  of  as  promptly  as  possible  under 
the  applicable  rules  and  regulations  and 
4 o  that  end: 

Take  further  notice  that,  pursuant  to 
th^  authority  contained  in  and  subject 
to  the  jurisdiction  conferred  upon  the 
Federal  Power  Commission  by  sections 
7  and  15  of  the  Natural  Gas  Act,  and  the 
Commission’s  rules  of  practice  and  pro¬ 
cedure,  a  hearing  will  be  held  on  Sep¬ 
tember  25,  1958,  at  9:30  a.  m.,  e.  d.  s.  t., 
in  a  Hearing  Room  of  the  Federal  Power 
Commission,  441  G  Street  NW*.,  Wash¬ 
ington,  D.  C.,  concerning  the  matters  in¬ 
volved  in  and  the  issues  presented  by 
such  application:  Provided,  however. 
That  the  Commission  may,  after  a  non- 
contested  hearing,  dispose  of  the  pro¬ 
ceedings  pursuant  to  the  provisions  of 
§  1.30  (c)  (1)  or  (2)  of  the  Commission’s 
rules  of  practice  and  procedure.  Under 
the  procedure  herein  provided  for, 
unless  otherwise  advised,  it  will  be  un¬ 
necessary  for  Applicants  to  appear  or 
be  represented  at  the  hearing. 

Protests  or  petitions  to  interyene  may 
be  filed  with  the  Federal  Power  Commis¬ 
sion,  Washington  25,  D.  C.,  in  accordance 
with  the  rules  of  practice  and  procedure 
(18  CFR  1.8  or  1.10)  hn  or  before  Sep¬ 
tember  10,  1958.  Failure  of  any  party 
to  appear  at  and  participate  in  the  hear¬ 
ing  shall  be  construed  as  waiver  of  and 
concurrent  in  omission  herein  of  the 
intermediate  decision  procedure  in  cases 
where  a  request  therefor  is  made. 

[seal]  Michael  J.  Farrell, 

Acting  Secretary. 

(P.  R.  Doc.  58-6721;  Filed,  Aug.  20,  1958; 

4^:48  a.  m.J 


[Docket  No.  G-14721] 

Cities  Service  Gas  Co. 

NOTICE  OF  APPLICATION  AND  DATE  OF 
HEARING 

August  14,  1958. 
Take  notice  that  Cities  Service  Gas 
Company  (Applicant),  a  Delaware  cor¬ 
poration  having  its  principal  place  of 
business  in  Oklahoma  City,  Oklahoma, 


filed  on  March  21,  1958,  an  application, 
and  supplements  thereto  on  April  23, 
1958,  pursuant  to  section  7  of  the  Natural 
Gas  Act,  for  (1)  permission  and  approval 
to  abondon  the  natural  gas  service  it  now 
provides  to  Eastern  Kansas  Gas  Com¬ 
pany  for  resale  to  the  towns  of  Neodesha, 
Humboldt  and  Chanute,  Kansas,  and  (2) 
for  a  certificate  of  public  convenience 
and  necessity  authorizing  the  Applicant 
to  acquire  and  operate  certain  facilities 
of  Eastern  Kansas  used  in  connection 
with  such  service.  Cities  Service  pro¬ 
poses  to  sell  gas  to  the  towns  of  Neo- 
desha,  Humboldt  and  Chanute  (in  lieu  of 
Eastern  Kansas)  for  resale  in  those 
towns  and  their  environs,  all  as  more 
fully  represented  in  the  application  on 
file  with  the  Commission  and  open  for 
public  inspection. 

The  application  recites  that  the  Kan¬ 
sas  Corporation  Commission  on  April  9, 
1958,  approved  the  proposal.  Since  its 
inception.  Eastern  Kansas  has  been 
gathering  natural  gas  from  local  pro¬ 
ducing  fields  and  transporting  it  through 
its  pipeline  system  to  the  towns  of  Neo- 
desha,  Chanute  and  Humboldt.  As  the 
town  border  stations  of  the  above  com¬ 
munities,  Eastern  Kansas  sold  the  gas  to 
the  respective  municipalities,  which 
then  distributed  and  retailed  it  to  the 
inhabitants  therein.  Eastern  Kansas 
supplemented  the  local  supply  with  gas 
purchased  from  Cities  Service  when  local 
production  became  depleted  to  the  ex¬ 
tent  that  it  could  not  fully  meet  the  re¬ 
quirements  of  the  three  towns. 

Facilities  to  be  acquired  and  operated : 

<1 )  To  serve  Neodesha :  approximately 
3.08  miles  of  2  to  8-inch  lateral  pipe¬ 
line,  extending  from  a  connection  with 
Cities  Service’s  8-inch  lateral  at  the 
northern  edge  of  Neodesha  in  Wilson 
County,  Kansas,  west  and  south  around 
the  city  limits  of  Neodesha,  to  town  bor¬ 
der  stations  for  that  community. 

(2)  To  serve  Chanute:  approximately 
20.16  miles  of  2  to  8-inch  lateral  pipeline, 
extending  from  a  connection  with  Cities 
Service’s  8-inch  Ft.  Scott  line  in  Allen 
County,  Kansas,  south  to  Chanute  and 
thence  southwest  to  Eastern’s  Sutcliffe 
Storage  Field  and  a  further  connection 
with  Cities  Service’s  main  30-inch 
Grabhan-Welda  line  to  Neosho  County, 
Kansas.  The  Sutcliffe  Storage  Field  will 
also  be  purchased  by  Applicant  from 
Eastern  Kansas  as  discussed  herein. 

(3)  To  serve  Humboldt:  approxi¬ 
mately  2.75  miles  of  4  to  6-inch  pipeline, 
extending  from  a  connection  with  Cities 
Service’s  8-inch  lateral  at  the  south  edge 
of  Humboldt,  in  Allen  County,  Kansas, 
north  and  south  to  serve  various  cus¬ 
tomers  within  the  city  limits  of  Hum¬ 
boldt  and  nearby  areas. 

(4)  Metering  and  regulating  facilites 
at  the  town  border  stations  for  Chanute, 
Humboldt  and  Neodesha. 

( 5 )  The  Sutcliffe  Storage  Field  in  Neo¬ 
sho  County,  Kansas,  consisting  of  ap¬ 
proximately  1,000  acres  and  5  storage 
wells. 

Applicant  proposed  to  render  direct 
interruptible  industrial'  service  to  a 
number  of  customers  now  served  directly 
by  Eastern  Kansas  in  the  vicinity  of  the 
three  towns.  These  customers,  together 
with  estimated  sales  by  Cities  Service 


and  revenues  to  Cities  Service  therefrom, 
are  as  follows: 


Customer* 

Sales  in  Mcf 

Revenues 

Archer-Danlels-Mldland 
Co.,  alfalfa  dehydrator, 
Neodesha: _ 

21, 135 

15,917.50 

Archer-Danlels-Mldland 

Co.,  machine  shop,  Neo¬ 
desha _ _ 

5,172 

2,007.50 

Humboldt  Brick  &  Tile  Co. 
Humboldt _ _ . _ 

121, 039 

30,404.00 

Service  Pipe  Line  Co _ 

73,  598 

20,500.00 

Sinclair  Research  Lab,  Inc.. 

62, 658 

17, 640. 00 

Neosho  Fertilizer  Co . 

1,591 

748.  25 

Bellair  Oil  Corn _ 

Keas  Drilling  Co _ _ _ 

1,492 

705.  00 

244 

•  175. 15 

City  of  Chanute  Power 
Plant. . . . . 

471,426 

101, 100.  00 

City  of  Neodesha  Light 
Plant _ _ 

69,620 

18,300.00 

Neosho  County  Hospital.... 

6,962 

2,  780, 00 

Southeast  Kansas  Tubercu¬ 
losis  Hospital . 

6,769 

2,388.50 

840,706 

202,665.90 

Applicant  proposes  to  purchase  East¬ 
ern  Kansas’  facilities  for  the  sum  of 
$102,000,  which  will  be  paid  for  out  of 
treasury  cash. 

This  matter  is  one  that  should  be  dis¬ 
posed  of  as  promptly  as  possible  under 
the  applicable  rules  and  regualtions  and 
to  that  end:  f 

Take  further  notice  that,  pursuant  to 
the  authority  contained  in  and  subject , 
to  the  jurisdiction  conferred  upon  the 
Federal  Power  Commission  by  sections  7 
and  15  of  the  Natural  Gas  Act,  and  the 
Commission’s  rules  of  practice  and  pro¬ 
cedure,  a  hearing  will  be  held  on  Sep¬ 
tember  24,  1958,  at  9:30  a.  m.,  e.  d.  s.  t., 
in  a  Hearing  Room  of  the  Federal  Power 
Commission,  411  G  Street  NW.,  Wash¬ 
ington,  D.  C.,  concerning  the  matters  in¬ 
volved  in  and  the  issues  presented  by 
such  application:  Provided,  however. 
That  the  Commission  may,  after  a  non- 
contested  hearing,  dispose  of  the  pro¬ 
ceedings  pursuant  to  the  provisions  of 
§  1.30  (c)  (1)  or  (2)  of  the  Commission’s 
rides  of  practice  and  procedure.  Under 
the  procedure  herein  provided  for,  unless 
otherwise  advised,  it  will  be  unnecessary 
for  Applicant  to  appear  or  be  represented 
at  the  hearing. 

Protests  or  petitions  to  intervene  may 
be  filed  with  the  Federal  Power  Commis¬ 
sion,  Washington  25,  D.  C.,  in  accordance 
with  the  rules  of  practice  and  procedure 
(18  CFR  1.8  or  1.10)  on  or  before  Sep¬ 
tember  5,  1958.  Failure  of  any  party  to 
appear  at  and  participate  in  the  hearing 
shall  be  construed  as  waiver  of  and  con¬ 
currence  in  omission  herein  of  the  inter¬ 
mediate  decision  procedure  in  cases 
where  a  request  therefor  is  made. 

[seal]  Michael  J.  Farrell, 

Acting  Secretary. 

[F.  R.  Doc.  58-6722;  Filed,  Aug.  20,  1958; 

8:48  a.  m.] 


[Docket  No.  G-14693,  etc.] 

Pan  American  Petroleum  Corp.  et  al. 

NOTICE  OF  APPLICATIONS  AND  DATE  OF 
HEARING 

August  15, 1958. 

In  the  matters  of  Pan  American  Petro¬ 
leum  Corporation,1  Docket  No.  G-14693; 

_ % 

See  footnotes  at  end  of  document. 
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NOTICES 


Tidewater  Oil  Company ,*•  Docket  No. 
G-14778;  United  Carbon  Company,  Inc. 
(Maryland),4  Docket  No.  G-14785;  Unit 
Gas  Company,  Inc.,‘  Docket  No.  G-14786 ; 
The  Carter  Oil  Company,4  Docket  No. 
G-14793;'  Continental  Oil  Company,1 
Docket  No.  G-14875;  Sinclair  Oil  &  Gas 
Company,8  Docket  No.  G-14888;  Sin¬ 
clair  Oil  &  Gas  Company,*  Docket  No. 
G-14889. 

Take  notice  that  each  of  the  above - 
designated  parties,  hereinafter  referred 
to  as  Applicants,  has  filed  an  application 


for  a  certificate  of  public  convenience 
and  necessity,  pursuant  to  section  7  of 
the  Natural  Gas  Act,  authorizing  the  sale 
of  natural  gas  as  hereinafter  described, 
subject  to  the  jurisdiction  of  the  Com¬ 
mission,  all  as  more  fully  represented  in 
the  respective  applications  which  are  on 
file  with  the  Commission  and  open  to 
public  inspection. 

i  Applicants  produce  and  propose  to  sell 
natural  gas  for  transportation  in  inter¬ 
state  commerce  for  resale  as  indicated 
below: 


Field 

County  or  Parish 

State 

Blanco  (Mesa  Verde) . 

San  Juan  County . 

New  Mexico.. 

Vermilion  Parish _ 

Louisiana . 

Seward  County.. _ 

Kansas . 

Texas _ 

Morton  County _ 

Kansas . 

Texas _ 

ties. 

Lea  County _ 

New  Mexico.. 

Eunice . 

. do . 1 . 

. do . 

Texas  Eastern  Transmission 
Corp. 


El  Paso  Natural  Qas  Co. 


These  related  matters  should  be  heard 
on  a  consolidated  record  and  disposed 
of  as  promptly  as  possible  under  the  ap¬ 
plicable  rules  and  regulations  and  to 
that  end: 

Take  further  notice  that,  pursuant  to 
the  authority  contained  in  and  subject 
to  the  jurisdiction  conferred  upon  the 
Federal  Power  Commission  by  sections 
7  and  15  of  the  Natural  Gas  Act,  and  the 
Commission’s  rules  of  practice  and  pro¬ 
cedure,  a  hearing  will  be  held  on  Sep¬ 
tember  25,  1958,  at  9:30  a.  m.,  e.  d.  s.  t., 
in  a  Hearing  Room  of  the  Federal  Power 
Commission,  441  G  Street  NW.,  Wash¬ 
ington,  D.  C.,  concerning  the  matters 
involved  in  and  the  issues  presented  by 
such  applications:  Provided,  however. 
That  the  Commission  may,  after  a  non- 
contested  hearing,  dispose  of  the  pro¬ 
ceedings  pursuant  to  the  provisions  of 
,  §  1.30  (c)  (1)  or  (2)  of  the  Commission’s 
rules  of  practice  and  procedure.  Under 
the  procedure  herein  provided  for,  unless 
otherwise  advised,  it  will  be  unnecessary 
for  Applicants  to  appear  or  be  repre¬ 
sented  at  the  hearing. 

Protests  or  petitions  to  intervene  may 
be  filed  with  the  Federal  Power  Commis¬ 
sion,  Washington  25,  D.  C.,  in  accordance 
with  the  rules  of  practice  and  procedure 
(18  CFR  1.8  or  1.10)  on  or  before  Sep¬ 
tember  12,  1958.  Failure  of  any  party 
to  appear  at  and  participate  in  the  hear¬ 
ing  shall  be  construed  as  waiver  of  and 
concurrence  in  omission  herein  of  the 
intermediate  decision  procedure  in  cases 
where  a  request  therefor  is  made. 

[seal]  Michael  J.  Farrell, 

Acting  Secretary. 

1  Application  covers  a  proposed  sale  of  nat¬ 
ural  gas  pursuant  to  an  amendatory  agree¬ 
ment  dated  January  22,  1958,  which  adds 
additional  acreage  to  a  basic  contract  dated 
April  7,  1950,  as  amended;  Applicant  received 
authorization  in  Docket  No.  G-7526  covering 
the  sale  of  gas  tinder  said  basic  contract,  to 
which  contract  Stanolind  Oil  and  Gas  Com¬ 
pany  (now  Pan  American  Petroleum  Corpor¬ 
ation)  is  the  only  signatory  seller  party. 
Production  is  limited  to  horizons  below  base 
of  the  Pictured  Cliffs  Formation  down  to  and 
including  the  Point  Lookout  Formation  of 
the  Mesa  Verde  Group. 


8  Tidewater  Oil  Company  is  filing  for  au¬ 
thorization  to  sell  gas  produced  from  its 
working  interest  in  the  following  leases: 


Lease  name 

Acreage 

Applicant’s 

working 

interest 

Duclas  Landry. _ _ ... 

40.27 

Percent 

100 

Mrs.  Ella  B.  Landry,  et  al. . 

80.08 

100 

E.  P.  Sandoz . . . 

34.39 

5.6175 

Jill  Landry  . . 

6.7 

(l) 

Mamas  Sellers . . . 

13.39 

10.622 

40.29 

10.622 

40.28 

10.622 

Alida  H.  Broussard,  et  al . 

3.0 

10. 622 

N.  Robichaux,  et  al . . 

0.86 

10.622 

basic  contract.  N.  B.  Hunt  filed  in  pertdin. 
Docket  No.  G-14295  for  authorization  to 
subject  gas  to  Applicant. 

•  Application  covers  proposed  sale  of 
ural  gas  pursuant  to  an  amendatory  agree! 
ment  dated  February  1,  1958,  which  aSj' 
additional  acreage  to  a  basic  contract  dated 
January  7,  1957.  Applicant  received  author* 
ization  in  Docket  No.  G-11922  covering  the 
sale  of  gas  under  said  basic  contract,  a 

7  Continental  Oil  Company,  nonoperator 
filing  for  its  50  percent  working  interest  in 
the  W.  H.  Riedel  “C”  Lease,  production  from 
which  is  proposed  to  be  sold  pursuant  to  an 
amendatory  agreement  dated  September  20 
1957,  which  adds  said  lease  to  a  basic  gai 
sales  contract  dated  July  19.,  1949, 
amended.  Applicant  received  authorization 
in  Docket  No.  G-6349  covering  the  sale  of 
gas  under  said  basic  contract. 

8  Sinclair  Oil  &  Gas  Company,  nonoperator 
is  filing  for  its  25  percent  working  interest 
in  the  F.  W.  Kutter  (NCT)  "B”  Unit,  produc¬ 
tion  from  which  is  proposed  to  be  sold  pur. 
suant  to  an  amendatory  agreement  dated 
February  1,  1957,  which  adds  additional  acre- 
age  to  a  basic  gas  sales  contract  dated  March 
10,  1955,  as  amended.  Applicant  received 
authorization  in  Docket  No.  G-8733  covering 
the  sale  of  gas  under  said  basic  contract. 
Application  states  that  Gulf  Oil  Corporation! 
Operator,  commenced  delivery  of  Sinclair*! 
share  of  gas  on  February  1,  1957  pursuant  to 
an  operating  agreement;  Gulf  received  au¬ 
thorization  in  Docket  No.  G-7160  covering 
the  sale  of  its  share  of  gas. 

•  Application  covers  a  proposed  sale  of  nat¬ 
ural  gas  pursuant  to  an  amendatory  agree¬ 
ment  dated  December  10,  1957,  which  Mdi 
additional  acreage  to  a  basic  gas  sales  con- 
tract  dated  March  31,  1953,  as  amended. 
Applicant  received  authorization  in  Docket 
No.  G-2894  covering  the  sale  of  gas  under 
said  basic  contract. 

[F.  R.  Doc.  58-6723;  Filed,  Aug.  20,  1958; 

8:48  a.  m.] 


1  Not  stated. 

Production  from  subject  leases  is  proposed 
to  be  sold  pursuant  to  an  amendatory  agree¬ 
ment  dated  February  20,  1958,  which  adds 
additional  acreage  to  a  basic  gas  sales  con¬ 
tract  dated  September  11,  1952,  as  amended, 
to  which  contract  Tidewater  Associated  Oil 
Company  (now  Tidewater  Oil  Company)  is 
the  only  signatory  seller  party.  Applicant 
received  authorization  in  Docket  No.  G-2801 
covering  the  sale  of  gas  under  said  basic  con¬ 
tract.  Production  is  limited  to  horizons 
above  depth  of  8,000  feet  below  surface. 

*  Gulf  Interstate  will  transport  the  subject 
gas  for  the  account  of  United  Fuel  com¬ 
mingled  with  its  other  gas  supplies  for  re¬ 
delivery  into  United  Fuel’s  facilities  at  points 
in  Kentucky.  Gulf  Interstate  has  received 
authorization  in  Docket  No.  G-2058  to  con¬ 
struct  and  operate  the  facilities  necessary  to 
enable  it  to  take  gas  from  the  subject  area. 

1  United  Carbon  Company,  Inc.  (Maryland) 
is  filing  for  its  21.5  percent  working  interest 
in  the  Rinehart  Unit,  production  from  which 
is  proposed  to  be  sold  pursuant  to  an  amend¬ 
atory  agreement  (undated  division  order) 
filed  January  23,  1958,  which  adds  additional 
acreage  to  a  basic  gas  sales  contract  dated 
November  19,  1953,  as  amended.  Applicant 
received  authorization  in  Docket  No.  G-4316 
covering  the  sale  of  gas  under  said  basic 
contract. 

‘Unit  Gas  Company,  Inc.,  is  filing  for  au¬ 
thorization  to  sell  natural  gas  purchased 
from  N.  B.  Hunt  to  Texas  Eastern  pursuant 
to  an  amendatory  agreement  dated  January 
22,  1958,  which  adds  additional  acreage  to  a 
basic  gas  sales  contract  dated  October  16, 
1956,  to  which  contract  Applicant  has  at¬ 
tained  signatory  status  by  assignment.  Ap¬ 
plicant  received  authorization  in  Docket  No. 
G-12555  covering  the  sale  of  gas  under  said 


[Docket  Nos.  G-9554,  G-11123,  G-11906, 
G-13472,  G-13529] 

Hassie  Hunt  Trust 

ORDER  CANCELLING,  REJECTING  RATE  FILINGS, 
ORDERING  REFUND,  DENYING  MOTION  ?0» 
SEVERANCE  AND  TERMINATING  PROCEEDING 

August  15, 1958. 

These  proceedings,  involving  the  in¬ 
creased  rates  and  charges  proposed  by 
Hassie  Hunt  Trust  (Hassie  Hunt)  in 
various  dockets,  were  consolidated  for 
hearing  by  order  issued  April  28,  1958. 
Pursuant  to  that  order  the  Commission 
entered  upon  a  public  hearing  on  June 
30,  1958,  which  was  recessed  until  Sep¬ 
tember  30,  1958. 

On  June  10,  1958,  Louisiana  Nevada 
Transit  Company  (Louisiana  Nevada) 
filed  a  motion  for  severance  of  Docket  No. 
G-13472  from  these  consolidated  pro¬ 
ceedings  and  for  consolidation  of  that 
docket  with  the  proceedings  in  the  matter 
of  Midstates  Oil  Corporation,  et  al, 
Docket  No.  G-4932,  et  al.  The  latter  con¬ 
solidated  proceedings  involve  the  sales  of 
gas  to  Louisiana  Nevada  from  Cotton 
Valley  Field,  and  include,  among  numer¬ 
ous  other  dockets,  the  proceedings  in 
Docket  No.  G-8618  involving  Hassie  Hunt 
Trust’s  FPC  Gas  Rate  Schedule  No.  14. 
The  proceeding  in  Docket  No.  G-13472, 
involves  a  proposed  change  in  rate  con¬ 
tained  in  the  said  Rate  Schedule  No.  11 
One  of  the  issues  in  the  “Cotton  Val¬ 
ley”  case  was  whether  Hassie  Hunt  and 


■  ifl 


Thursday,  August  21,1958 

. .  _s  similarly  situated,  are  authorized 
STflle  rate  schedules,  being  non-opera- 
rj-s  co-owners  who  were  not  signatory 
arties  to  the  basic  sales  contract  entered 
Pnto  by  the  Cotton  Valley  Operators’ 
rommittee,  as  seller.  By  Opinion  No. 
QiTand  accompanying  order  issued  on 
Tuly  23,  1958,  in  Docket  No.  G-4932,  et 
-1  it  was  determined  that  the  Committee 
Xould  be  required  to  file  the  said  basic 
eas  sales  contract.  In  finding  paragraph 
(8)  of  said  opinion  it  was  also  determined 
that  Hassie  Hunt,  among  other  non- 
simatory  co-owners  of  lease  interests  in 
toat  unitized  field,  “may  not  file  rate 
schedules  or  rate  changes  under  the  pro¬ 
visions  of  §  154.91  or  any  other  section  of 
the  Commission’s  regulations  under  the 
Natural  Gas  Act,  applicable  to  the  sale 
of  natural  gas  to  Louisiana  Nevada  re¬ 
ferred  to  in  paragraph  (1) ;  and  the  rate 
schedules  and  rate  changes  filed  by  any 
aad  all  of  the  above  parties  in  these  pro¬ 
ceedings  should  be  cancelled  and  re¬ 
jected.”  (Paragraph  (1)  refers  to  the 
Committee’s  basic  sales  contract  exe¬ 
cuted  October  24, 1940,  as  later  amended, 
covering  sales  to  Louisiana  Nevada  from 
/  the  Cotton  Valley  Field.) 

'  in  view  of  the  pendency  of  the  said 
issue  in  the  Cotton  Valley  matter,  the 
Commission’s  order  issued  on  October 
25, 1957,  in  Docket  No.  G-13472,  directed 
that  a  hearing  be  held  and  suspended 
Supplement  No;  4  to  Hassie  Hunt’s  FPC 
Gas  Rate  Schedule  No.  14.  Furthermore, 
the  said  rate  filing  was  by  paragraph  (A) 
of  that  order  “*  *  *  accepted  condition¬ 
ally.  pending  final  determination”  of  the 
aforementioned  issue  involved  in  the 
Cotton  Valley  matter,  which  includes  the 
said  Docket  No.  G-9086  and  Hassie  Hunt’s 
Rate  Schedule,  No.  14  sought  to  be 
changed.  Since  the  said  proposed  in¬ 
creased  rate  in  Docket  No.  G-13472, 
which  was  permitted  to  take  effect  sub¬ 
ject  to  refund  as  of  March  27,  1958,  by 
order  issued  May  23,  1958,  is  based  upon 
the  same  basic  sales  contract  to  which 
Hassie  Hunt  has  been  determined  to  be  a 
non-signatory  party  in  Docket  No.  G- 
9086,  it  is,  therefore,  subject  to  the 
same  invalidity  under  our  regulations,  as 
aforesaid. 

The  Commission  finds: 

(1) 'The  conditional  acceptance  for 
filing  of  Supplement  No.  4  to  Hassie 
Hunt’s  FPC  Gas  Rate  Schedule  No.  14 
should  be  vacated  and  said  Supplement 
No.  4  should  be  canceled  and  rejected. 

(2)  The  excess  revenues  collected  in 
accordance  with  the  said  Supplement  No. 
4  should  be  refunded. 

(3)  Louisiana  Nevada’s  aforementioned 
motion  for  severance  of  Docket  No. 
G-13472  should  be  denied  as  moot. 

(4)  The  proceeding  in  Docket  No. 
G-13472  should  be  terminated. 

The  Commission  orders: 

(A)  The  conditional  acceptance  for 
filing  of  the  aforementioned  Supplement 
No.  4  to  Hassie  Hunt’s  FPC  Gas  Rate 
Schedule  No.  14  is  hereby  vacated  and 
said  Supplement  No.  4  is  hereby  can¬ 
celed  and  rejected. 

(B)  Within  70  days  of  the  date  of  issu¬ 
ance  of  this  order,  Hassie  Hunt  shall 
refund  to  Louisiana  Nevada  Transit 
Company,  with  Interest  at  the  rate  of 
6  percent  per  annum,  the  sums  of 
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money  represented  by  the  difference  be¬ 
tween  the  rate  and  charge  permitted  to 
become  effective  by  the  aforesaid  order 
of  May  23, 1958,  and  collected  thereunder, 
and  the  rate  and  charge  which  was  effec¬ 
tive  prior  to  March  27,  1958;  and  Hassie 
Hunt  shall  bear  the  costs  of  making  such 
refunds. 

(C)  Within  80  days  of  the  date  of  issu¬ 
ance  of  this  order  Hassie  Hunt  shall 
report  to  the  Commission  in  writing  and 
under  oath,  the  details  of  the  calcula¬ 
tions  resulting  in  the  refunds  ordered  in 
paragraph  (E)  herein,  together  with 
proof  of  payment  thereof  under  oath. 

(D)  The  motion  of  Louisiana  Nevada 
for*  severance  is  hereby  denied. 

(E)  The  proceeding  in  Docket  No. 
G-13472  is  hereby  terminated. 

By  the  Commission  (Commissioner 
Hussey  not  participating). 

[seal]  Michael  J.  Farrell, 

Acting  Secretary. 

[F.  R.  Doc.  58-6728;  Filed,  Aug.  20,  1958; 

8:50  a.  m.] 


[Docket  Nos.  G-9554,  G-11123,  G-11906, 
G-13472,  G— 13529] 

Hassie  Hunt  Trust 

ORDER  DENYING  MOTION  FOR  CONSOLIDATION 

FOR  HEARING  OF  CERTAIN  ADDITIONAL 

PROCEEDINGS 

August  15, 1958. 

These  proceedings,  involving  the  in¬ 
creased  rates  and  charges  proposed  by 
Hassie  Hunt  Trust  (Hassie  Hunt)  in  var¬ 
ious  dockets,  were  consolidated  for  hear¬ 
ing  by  order  issued  herein  on  April  28, 
1958.  Pursuant  to  that  order  the  Com¬ 
mission  entered  upon  a  public  hearing 
on  June  30,  1958,  which  on  July  1,  1958, 
was  recessed  until  September  30, 1958. 

On  July  1,  1958,  during  the  course  of 
the  hearing,  Hassie  Hunt’s  counsel  orally 
moved  that  the  Commission  consolidate 
with  these  proceedings  certain  other 
proceedings  in  Dockets  Nos.  G-4421  and 
G-14303.  The  subject  of  the  former 
docket  is  the  application  filed  for  a  cer¬ 
tificate  of  public  convenience  and  neces¬ 
sity  filed  by  Hassie  Hunt,  seeking  author¬ 
ity  to  sell  natural  gas  produced  from 
Maxie  Field,  Acadia  Parish,  Louisiana, 
to  Texas  Gas  Transmission  Corporation 
(Texas  Gas)  (formerly  Louisiana  Na¬ 
tural  Gas  Corporation)  under  the  provi¬ 
sions  of  a  contract,  dated  December  17, 
1950,  designated  as  Hassie  Hunt’s  FPC 
Gas  Rate  Schedule  No.  8.  Hassie 
Hunt’s  proposed  changes  to  that  rate 
schedule  are  the  subject  of  one  of  these 
consolidated  proceedings,  in  Docket 
No.  G-11906. 

The  subject  of  the  latter  certificate 
docket,  No.  G-14303,  is  a  certificate  ap¬ 
plication  covering  the  sale  of  gas  pro¬ 
duced  from  the  same  field,  including 
some  additional  acreage,  to  the  same 
buyer,  Texas  Gas,  under  the  provisions 
of  a  contract,  dated  October  31,  1957. 
The  1957  contract  was  negotiated  by  the 
parties  after  a  dispute  ardse  over  certain 
“favored-nation”  provisions  contained  in 
the  aforementioned  1950  contract,  and 
contains  a  higher  schedule  of  prices  but 
contains  no  “favored-nation”  or  redeter¬ 
mination  provisions. 
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By  order  issued  in  Docket  No.  G-11906 
on  February  27,  1958,  the  Commission 
permitted  Hassie  Hunt  to  substitute  the 
1957  contract,  designated  as  its  FPC  Gas 
Rate  Schedule  No.  20  and  Supplement 
No.  1  thereto,  for  Supplement  No.  5  to  the 
aforementioned  FPC  Gas  Rate  Schedule 
No.  8,  effective  as  of  January  21,  1958, 
subject  to  refund,  as  provided  in  prior  or¬ 
ders  issued  in  that  docket.  In  permitting 
the  1957  contract  and  supplement  to  be 
substituted,  as  aforesaid,  the  Commission 
found  that  the  superseding  filings  did 
not  constitute  filings  for  a  new  service, 
as  claimed  by  Hassie  Hunt,  but  were 
changes  in  rates  subject  to  section  4  (e) 
of  the  Natural  Gas  Act.  They  were, 
therefore,  treated  as  subject  to  hearing 
and  refund  of  excess  charges. 

The  certificate  application,  in  Docket 
No.  G-14303,  accompanying  the  1957 
contract  filings  nevertheless,  was  not  re¬ 
jected,  as  in  other  analogous  superses¬ 
sions,1  because  there  apjaear  to  be 
changes  in  the  acreages  dedicated  to  the 
new  contract  for  which  authorization  is 
sought,  requiring  hearing  in  accordance 
with  section  7  (e)  of  the  act.  The  sub¬ 
ject  of  such  certificate  hearings  and  the 
issues  involved  therein,  other  than  the 
question  of  whether  the  1957  contract 
constitutes  an  initial  service,  provide  no 
basis  for  consolidation  with  these  pro¬ 
ceedings.  As  for  the  question  of  initial 
service,  there  is  no  apparent  reason  why 
the  facts  cannot  be  adduced  in  these  pro¬ 
ceedings  without  the  requested  consoli¬ 
dation  of  the  certificate  dockets  with, 
these  proceedings.  In  subsequent  certifi¬ 
cate  hearings,  if  the  question  remains 
undetermined,  the  presiding  examiner 
may  find  it  appropriate  to  permit  an  in¬ 
corporation  by  reference  of  the  evidence 
on  the  issue  presented  in  these  proceed¬ 
ings.  On  the  other  hand,  if  the  question 
of  initial  service  is  determined  herein, 
there  will  be  no  need  for  such  procedure. 
In  order  to  provide  Hassie  Hunt  with 
ample  opportunity  to  make  such  presen¬ 
tation  herein,  and  to  avoid  any  element 
of  entrapment,  we  will  permit  it  to  re¬ 
open  and  resume  its  direct  case  upon 
resumption  of  hearings  herein,  for  the 
sole  and  limited  purpose  of  making  a 
competent  showing  of  any  facts  relevant 
to  the  initial  service  issue,  as  afore¬ 
mentioned. 

The  Commission  finds:  The  aforemen¬ 
tioned  motion,  made  orally  by  Hassie 
Hunt  on  July  1, 1958,  requesting  the  con¬ 
solidation  with  these  proceedings  of  the 
proceedings  in  Dockets  Nos.  G-4421  and 
G-14303,  has  not  shown  such  consoli¬ 
dation  to  be  necessary  nor  appropriate  to 
the  performance  of  the  functions  of  the 
Commission  pursuant  to  the  provisions 
of  the  Natural  Gas  Act,  and  should  be 
denied. 

The  Commission  orders: 

(1)  The  aforementioned  motion  made 
orally  by  Hassie  Hunt  on  July  1,  1958,  is 
hereby  denied. 

(2)  Hassie  Hunt  is  hereby  permitted 
to  re-open  and  to  resume  its  direct  case 
upon  resumption  of  hearings  herein,  for 
the  sole  and  limited  purpose  of  making 
a  competent  showing  of  any  facts  rele¬ 
vant  to  the  initial  service  issue. 

1  S.  W.  Richardson,  Docket  No.  0-13272, 
order  denying  motion  for  reconsideration, 
issued  November  27,  1957. 
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By  the  Commission  (Commissioner 
Hussey  not  participating). 

[seal]  Michael  J.  Farrell, 

Acting  Secretary . 

[F.  R.  Doc.  68-6729;  Filed,  Aug.  20,  1958; 
8:50  a.  m.] 


[Docket  No.  G-15977] 
Dorchester  Corp. 

ORDER  FOR  HEARING  AND  SUSPENDING 
PROPOSED  CHANGES  IN  RATES 

August  15,  1958. 

Dorchester  Corporation  (Dorchester) 
on  July  16,  1958,  tendered  for  filing  pro¬ 
posed  changes  in  its  presently  effective 
rate  schedules  for  sales  of  natural  gas 
subject  to  the  jurisdiction  of  the  Com¬ 
mission.  The  proposed  changes,  which 
constitute  increased  rates  and  charges, 
are  contained  in  the  following  designated 
filings: 

Description:  Notices  of  Change,  dated  July 
15,  1958. 

Purchaser:  Panhandle  Eastern  Pipe  Line 
Company. 

Rate  schedule  designation:  Supplement 
No.  2  to  Dorchester’s  FPC  Gas  Rate  Schedule 
No.  3.  Supplement  No.  2  to  Dorchester's 
FPC  Gas  Rate  Schedule  No.  4. 

Effective  date:  August  16,  1958  (effective 
date  is  the  first  day  after  expiration  of  the 
required  thirty  days’  notice). 

In  support  of  the  proposed  redeter¬ 
mined  rate  increases,  Dorchester  makes 
reference  to  Panhandle  Eastern  Pipe 
Line  Company’s  (Panhandle)  rate  re¬ 
determination  letter  of  June  20,  1956, 
submits  copies  thereof,  and  states  that 
Panhandle  has  questioned  the  validity 
of  the  11.0  cent  per  Mcf  rate  established 
by  Order  of  the  Kansas  Corporation 
Commission.  Dorchester  states  further 
that  it  is  evident  that  the  proposed  rates 
are  not  dependent  upon  the  Kansas  order 
but  are  contractually  due  pursuant  to 
the  basic  contracts  and  Panhandle’s 
letter. 

By  letter  dated  July  29,  1958,  Pan¬ 
handle  states  that  it  is  in  receipt  of 
copies  of  Dorchester’s  subject  increases 
and  that  it  is  apparent  that  the  basis  for 
such  filings  is  Panhandle’s  letter  dated 
June  20,  1956.  Panhandle  refers  to  the 
invalidation  of  the  Kansas  Minimum 
Price  Order  and  states  that  conditions 
have  changed  considerably  since  the  date 
of  its  rate  redetermination  letter  of  June 
20,  1956.  Panhandle  requests  that  in 
view  of  such  changed  conditions  the 
Commission  not  accept  Dorchester’s 
filings  and  reject  same  as  not  being  in 
accordance  with  the  contracts. 

The  increased  rates  and  charges  so 
proposed  have  not  been  shown  to  be 
justified,  and  may  be  unjust,  unreason¬ 
able,  unduly  discriminatory,  or  prefer¬ 
ential,  or  otherwise  unlawful. 

The  Commission  finds:  It  is  necessary 
and  proper  in  the  public  interest  and  to 
aid  in  the  enforcement  of  the  provisions 
of  the  Natural  Gas  Act  that  the  Com¬ 
mission  enter  upon  a  hearing  concern¬ 
ing  the  lawfulness  of  the  said  proposed 
changes,  and  that  Supplements  No.  2  to 
Dorchester’s  FPC  Gas  Rate  Schedules 
Nos.  3  and  4,  respectively,  be  suspended 
and  the  use  thereof  deferred  as  herein¬ 
after  ordered. 


The  Commission  orders:  (A)  Pursu¬ 
ant  to  the  authority  of  the  Natural  Gas 
Act,  particularly  sections  4  and  15  there¬ 
of,  the  Commission’s  rules  of  practice 
and  procedure,  and  the  regulations  un¬ 
der  the  Natural  Gas  Act  (18  CFR  Ch.  I), 
a  public  hearing  be  held  upon  a  date  to 
be  fixed  by  notice  from  the  Secretary 
concerning  the  lawfulness  of  the  pro¬ 
posed  increased  rates  and  charges  con¬ 
tained  in  Supplements  No.  2  to  Dor¬ 
chester’s  FPC  Gas  Rate  Schedules  Nos. 

3  and  4,  respectively. 

(B)  Pending  such  hearing  and  deci¬ 
sion  thereon,  said  supplements  be  and 
they  are  each  hereby  suspended  and  the 
use  thereof  deferred  until  August  17, 
1958,  and  until  such  further  time  as  they 
are  made  effective  in'  the  manner  pre¬ 
scribed  by  the  Natural  Gas  Act. 

(C)  Neither  the  supplements  hereby 
suspended,  nor  the  rate  schedule  sought 
to  be  altered  thereby,  shall  be  changed 
until  this  proceeding  has  been  disposed 
of  or  until  the  periods  of  suspension  have 
expired,  unless  otherwise  ordered  by  the 
Commission. 

(D)  Interested  State  commissions 
may  participate  as  provided  by  §§1.8 
and  1.37  (f)  of  the  Commission’s  rules 
of  practice  and  procedure  (18  CFR  1.8 
and  1.37  (f)). 

By  the  Commission. 

[seal]  Michael  J.  Farrell, 
Acting  Secretary. 

[F.  R.  Doc.  58-6730;  Filed,  Aug.  20,  1958; 

8:50  a.  m.j 

TARIFF  COMMISSION 

Bicycles 

REPORTS  TO  THE  PRESIDENT 

August  18, 1958. 

The  United  States  Tariff  Commission 
today  submitted  to  the  President  its 
second  periodic  report  on  the  develop¬ 
ments  in  the  trade  in  bicycles  since  the 
“escape  clause”  action  of  August  19, 
1955,  modifying  the  concession  granted 
in  the  General  Agreement  on  Tariffs  and 
Trade  on  such  bicycles  classifiable  under 
paragraph  371  of  the  Tariff  Act  of  1930. 
This  report  was  made  pursuant  to  para¬ 
graph  1  of  Executive  Order  10401  of  Oc¬ 
tober  14,  1952  (3  CFR,  1952  Supp.,  p. 
105),  which  order  prescribes  procedures 
for  the  periodic  review  of  escape-clause 
actions.  Such  review  is  limited  to  the 
determination  of  whether  a  concession 
that  has  been  modified  or  withdrawn  can 
be  restored  in  whole  or  in  part  without 
causing  or  threatening  serious  injury  to 
the  domestic  industry  concerned. 

In  submitting  its  second  report  to  the 
President  under  Executive  Order  10401 
with  respect  to  bicycles,  the  Commission 
advised  the  President  that  the  conditions 
of  competition  between  imported  and 
domestic  bicycles  had  not  so  changed  as 
to  warrant  the  institution  of  a  formal 
investigation  under  the  provisions  of 
paragraph  2  of  Executive  Order  10401. 
This  means  that,  in  the  Commission’s 
view,  the  developments  in  the  trade  in 
bicycles  do  not  warrant  a  formal  inquiry 
into  the  question  of  whether  a  reduction 
in  the  duty  on  such  bicycles  could  be 
made  without  resulting  in  serious  injury 
to  the  domestic  industry. 


Copies  of  the  Commission’s  reDort 
available  upon  request  as  long  m  H* 
limited  supply  lasts.  Requests 
be  addressed  to  the  U.  S.  Tariff  Cotrm^ 
sion.  Eighth  and  E  Streets  NW  wTT 
ington  25,  D.  C.  '*  ash' 

[seal]  Donn  N.  Bent, 

Secretary. 

[F.  R.  Doc.  58-6739;  Filed,  Aug.  20  law 
8:52  a.m.]  ’  1858: 


INTERSTATE  COMMERCE 
COMMISSION 

Fourth  Section  Applications  for  Ruikf 
August  18, 1958. 

Protests  to  the  granting  of  an  applica¬ 
tion  must  be  prepared  in  accordance  with 
Rule  40  of  the  general  rules  of  practi® 
(49  CFR  1.40)  and  filed  within  15  daw 
from  the  date  of  publication  of  this 
notice  in  the  Federal  Register. 

LONG-AND-SHORT  HAUL 

FSA  No.  34891:  Fine  coal  to  North 
Carolina  and  Virginia.  Filed  by  The 
Southern  Railway  Company  (No.  136-A) 
for  interested  rail  carriers.  Rates  on 
fine  coal,  carloads,  as  described  in  the 
application  from  Mines  in  east  Tennes¬ 
see,  southeast  Kentucky,  and  southwest 
Virginia  to  points  in  southern  Virginia 
and  Atlantic  &  Danville  Railway  stations 
in’  North  Carolina. 

Grounds  for  relief :  Competition  with 
natural  gas  and  other  fuels. 

Tariff:  Supplement  51  to  Southern 
Railway  Tariff  I.  C.  C.  A-11352. 

FSA  No.  34892:  Magnesium  from,  Ve¬ 
lasco,  Tex.,  to  official  territory.  FQed  by 
Southwestern  Freight  Bureau,  Agent 
(No.  B-7353) ,  for  interested  rail  carriers. 
Rates  on  magnesium  metal  or  magne¬ 
sium  metal  alloy,  carloads  from  Velasco, 
Tex.,  to  points  in  official  and  Illinois 
Freight  Association  territories. 

Grounds  for  relief :  Short  line  distance 
formula  and  market  competition. 

Tariff :  Southwestern  Lines  tariff 

I.  C.  C.  4303. 

FSA  No.  34893:  Crude  rubber  from 
Louisiana  and  Texas.  Fileid  by  South¬ 
western  Freight  Bureau,  Agent  (No. 
B-7356),  for  interested  rail  carriers. 
Rates  on  rubber,  crude,  artificial,  syn¬ 
thetic  or  neoprene,  carloads  from  points 
in  Louisiana  and  Texas  to  points  in  west¬ 
ern  trunk  line,  Illinois,  official  and  south¬ 
ern  territories. 

Grounds  for  relief :  Short  line  distance 
formula  and  market  competition 
Tariffs:  Supplement  502  to  Southwest¬ 
ern  Lines  tariff  I.  C.  C.  4139.  Supple¬ 
ment  327  to  Southwestern  Lines  tariff 
I.  C.  C.  4087. 

FSA  No.  34894 :  Coke  from  Ernest,  Pa, 
to  Millville,  W.  Va.  Filed  by  the  Balti¬ 
more  and  Ohio  Railroad  Company  (No. 
116).  Rates  on  coke,  carloads  from 
Ernest,  Pa.,  to  Millville,  W.  Va. 
Grounds  for  relief:  Grouping. 
Tariff:  Supplement  27  to  Baltimore 
and  Ohio  Railroad  tariff  I.  C.  C.  3037. 

By  the  Commission. 

[seal]  Harold  D.  McCoy, 

.  Secretary. 

[F.  R.  Doc.  58-6735;  Filed,  Aug.  20,  1958; 
8:52  a.m.] 


